REGULAR PATENT APPLICATION OF 
GONZALO ROMERO-MATOS 
FOR 

TITLE: DEVASTATING TREATMENT AGAINST HIV/AIDS WITH CAPSAICIN 
CROSS-REFERENCE TO RELATED APPLICATIONS 

[0001] THIS APPUCATION IS ENTITLED TO THE BENEFIT OF PROVISIONAL PATENT APPLICATION 
SER. # 60/465,760 FILED 2003 APRIL 28. OTHERWISE, OMIT THIS SECTION. 

BACKGROUND OF THE INVENTION 

FIELD OF THE INVENTION 

[0002] THE INVENTION HAS BEEN FOUND IN THE FIELD OF MEDICAL TREATMENTS OF DRUGS, 
AFFECTING BIOLOGICALLY THE HUMAN BODY. 

DESCRIPTION OF THE PRIOR ARTS 

[0003] CAPSAICIN HAS BEEN DISCLOSED AND TAKEN AS REFERENCE IN THIS INVENTION IN 
AGREEMENT TO Buck et al. (1986), The neuropharmacology of capsaicin: review of some recent observations. 
Pharmacological Reviews, vol 38, No 3, p. 180, LKE 8-methyl-n-vanillyl-6-nonenamide, (FIG. lA). THE 
SUBSTANCE IS ALSO KNOWN AS (E)-N [(4-hydroxy-3-methoxyphenyl)-methyl]-8-methyl-6-nonenamide, 
ACCORDING TO U.S. PATENT NUMBER 4,536,404, Bernstein (1985), p 2, col 2, Method and composition for 
treating post-herpetic neuralgia. CAPSAICIN HAS ALSO BEEN IDENTIFIED AS N- (3-methoxy-4- 
hydroxybenzyl)-8-methylnon-trans-6-enamide, BY Monsereenusbm et al. (1982), p. 322, vol 10, Capsaicin-a 
literature survey, CRC Critical Reviews in Toxicology. 

[0004] SYNTHETIC CAPSAICIN, HAS BEEN NAMED AS N-vanillylnonanamide BY U.S. PATENT NUMBER 
5,461,075 (1995) O'Neill et al.. Use of vanilloids for the prevention of lesions due to Herpes simplex infections, p. 



7, col 9, AND IT HAS ALSO BEEN REFERENCED BY U.S. PATENT NUMBER 5,431,914, (1995), Adekunle et 
al., p. 3, col 3, LIKE nonivamide, (N-[(4-hydroxy-3-methoxyphenyl)-inethyl] nonanamide). 
[0005] Monsereenusom et al. (1982), p. 322, HAS DEFINED PHARMACEUTICAL COMPOSITIONS OF FOUR 
(4) NATURAL DERIVATIVES OF CAPSAICIN: NORHYDROCAPSAICIN (T-methyl-octanoic acid 
vanillylamide); DIHYDROCAPSAICIN (S-methylnonanoic acid vanillylamide); HOMOCAPS AICIN (9- 
methyldec-trans-7-enoic acid vanillylamide); AND HOMODIHYDROCAPSAICIN (9-methyl-decanoic acid 
vanillylamide). CHEMICAL STRUCTURES CAN BE SEEN IN FIGS. IB, IC, ID AND IE. 
[0006] THE U.S. PATENT NUMBER 5,461,075 (1995), O'Neill et al. (1995), p. 7, col 9 HAS ALSO 
DISCLOSED VANBLLOIDS COMPOUNDS AND ARE MENTIONED AS MORE PREFERRED SUBSTANCES 
TO CONTROL Herpes simplex, THE FOLLOWINGS SPECIFIC PHARMACEUTICAL COMPOSITIONS: N- 
vanillyl-9-octadecenamide; N- ((4-(2-aminoethoxy)-3-methoxyphenyl)-methyl)-9Z-octadecenamide; N-(9Z- 
octadecenyl)-4-(2-aminoethoxy)-3-methoxyphenylacetamide; N-((4-(2-aminoethoxy)-3-methoxyphenyl)-methyl)- 
nonanamide;N-((4-(2-methyl-2-aminopropoxy)-3-methoxyphenyl)-methyl)-nonanamide; N-((4-(2-methyl-2- 
aminopropoxy)-3-methoxyphenyl)-methyl)-9Z-oaadecenamide; N-(9Z-octadecenyl)-4-(2-amino-2-methylpropoxy)- 
3-methoxyphenylacetamide. 

[0007] THE PRIOR ARTS TO THIS INVENTION ARE BELIEVED TO BE SOME REFERENCES RELATED 
TO PHARMACOLOGICAL TREATMENTS THAT HAVE UTILIZED CAPSAICIN AND ITS DERIVATIVES 
FOR A CONTROL, PREVENTION AND TREATMENT OF CUTANEOUS VIRAL ILLNESSES. SUCH 
TREATMENTS HAVE BEEN DISCLOSED IN THE FOLLOWING PATENTS OF THE UNITED STATES: 
O'Neill et al., NUMBER 5,461,075 (1995), p. 7, col 10, AND Bernstein J.E, NUMBER 4,536,404 (1985), pp. 1-2. 
BOTH PATENTS PROPOSE A USE OF CAPSAICIN FOR Herpes TREATMENT IN HUMANS BY TOPICAL 
APPLICATIONS. ADDITIONALLY TOPICAL TREATMENTS OF CAPSAICIN HAVE BEEN MENTIONED 
BY Bernstein (1987), p. 352, IN THE ARTICLE Capsaicin in the treatment of dermatologic disease AND BY 
Bernstein et al. (1987), p. 93, IN THE ARTICLE Treatment of chronic postherpetic neuralgia with topical capsaicin. 
[0008] CAPSAICIN FOR Herpes simplex BY SUBCUTANEOUS ADMINISTRATION HAS BEEN DISCLOSED 
BY Ljungdahl et al. (1986), p. 224, AND BY Harbour et al. (1983), p. 1492, BOTH TREATMENTS WERE 
APPLIED IN MICE WITH OVERDOSES OF 50mg/kg BODYWEIGHT. 

[0009] SPECIFIC BIBLIOGRAPHIC BACKGROUND THAT RELATES Human Immunodeficiency Virus (HIV) 
AND CAPSAICIN IS SCARCE HOWEVER CONSISTENT. THUS, John Heinerman (1994), p. 94, REFERS TO 
THERAPEUTIC BENEFITS OF THE CHILIES, IN A TREATMENT OF THE Acquired Immunodeficiency 
Syndrome (AIDS). Heinerman ALSO MENTIONS AN ARTICLE WRITTEN IN The Journal of Orthomolecular 
Medicine BY Calaph Timmerson (1990). ACCORDING TO THIS ARTICLE, Calaph Timmerson , LONG TERM 
SURVIVOR OF AIDS, ATTRIBUTED HIS RELATIVE RECOVERY FROM AIDS AS A RESULT OF A HIGH 
DIET OF CHILIES DURING THE LAST FOUR YEARS OF SUFFERING WITH THIS DISEASE. 
[0009] LIKEWISE DeWitt (1998), pp. 2-4, MADE REFERENCE IN "The healing powers of peppers", AN 
INTENT BY Richard Quinn IN A IMPLEMENTATION OF A RUDIMENTARY TREATMENT OF AIDS 



BASED ON CAPSULES OF CAPSICUM SP TO CONTROL THE DISEASE IN A GROUP OF PATIENTS IN 
MINNEAPOLIS, USA. 

SUMMARY OF THE INVENTION 

[0010] THE PRESENT INVENTION PROVIDES A METHOD OF MEDICAL TREATMENT AGAINST 
mV/AIDS WITH CAPSAICIN, A PUNGENT PRINCIPLE IN SOME SPECIES OF THE GENUS CAPSICUM 
SP. THIS SUBSTANCE HAS BEEN EVALUATED IN THIS INVENTION IN RELATION TO A THERAPY 
ASSUMED BY A GROUP OF LONG TERM AIDS SURVIVORS. LIKEWISE CAPSAICIN HAS BEEN 
STUDIED HEREIN ACCORDING TO ITS EFFECT UPON THE IMMUNE AND THERMOREGULATORY 
SYSTEMS IN HUMANS. IT ALSO IS MENTIONED ITS POWER TO CONTROL OPPORTUNISTIC 
DISEASES RELATED TO HIV/AIDS AND INDUCE ANTIOXIDANT AND ANTICANCER EFFECTS. 
[001 1] THE METHOD INCLUDES TREATMENTS WITH CAPSAICIN BY INTRAVENOUS (iv.). AND 
INTRAMUSCULAR OR SUBCUTANEOUS (im./sc.) ADMINISTRATIONS AS ALTERNATIVES MORE 
EFnCACIOUS TO CONTROL AND BREAK UP THE DISEASE. IN THIS INVENTION ARE ALSO 
CONSIDERED TREATMENTS BY DIGESTIVE (ig.) ADMINISTRATION AND BY TOPICAL APPUCATION 
WITH CAPSAICIN. 

OBJECTS AND ADVANTAOTS 

[0012] THE OBJECTS AND ADVANTAGES OF THE INVENTION ARE: 1 . TO PROVIDE A MULTIPLE 
EFFECT THERAPY AGAINST HIV/AIDS AND RELATED ILLNESSES. 2. TO PROVIDE A MEDICATION 
OF HIGH SECURITY FOR PATIENTS, WHOSE SIDE EFFECTS OF CAPSAICIN ADMINISTRATION ARE 
ATTENUATED. 3. TO PROVIDE A FLEXIBLE TREATMENT METHOD IMPLEMENTED ACCORDING TO 
ADVANCE STAGE OF THE ILLNESS AND PHYSICLW CRITERL\L. 4. TO PROVIDE A MEDICATION 
WHEREIN DOSES AND CONCENTRATIONS ARE CLEARLY ESTABLISHED AND PERMISSIBLE. 5. TO 
PROVIDE INFORMATION BASIS FOR A FURTHER EXPERIMENTAL CLINICAL RESEARCH. 

BRIEF DESCRIPTION OF THE DRAWINGS 

[0013] FOR A GREATER UNDERSTANDING OF THE NATURE AND OBJECTS OF THE INVENTION A 
DESCRIPTION, TAKEN IN CONNECTION WITH THE ATTACHED DRAWINGS IS USED AS 
REFFERENCE: 

FIG. lA CHEMICAL STRUCTURE OF CAPSAICIN. 

FIG. IB CHEMICAL STRUCTURE OF NORHYDROC APS AICIN. 

FIG. IC CHEMICAL STRUCTURE OF DIHYDROCAPSAICIN. 
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FIG. ID CHEMICAL STRUCTURE OF HOMOCAPSAICIN. 

FIG. IE CHEMCAL STRUCTURE OF HOMODIHYDROCAPSAICIN. 

FIG. 2 GRAPfflC OF A FUNCTION f (x)=l/x, where x is higher than 0, THAT DESCRIBES A 

MATHEMATICAL RELATION AMONG A NERVOUS DESENSITIZATION IN HUMANS, WITH REGARD 

TO DE.UTIONS OF CAPSAICIN AT iv. LEVEL. 

FIG. 3 GRAPHIC OF A FUNCTION f (x)=l/x, where x is higher than 0, THAT DESCRIBES A 
MATHEMATICAL RELATION AMONG A NERVOUS DESENSITIZATION IN HUMANS, WITH REGARD • 
TO DILUTIONS OF CAPSAICIN AT im./sc. LEVEL. 

no. 4 GRAPHIC OF A FUNCTION f (x)=l/x, where x is higher than 0, THAT DESCRIBES A 
MATHEMATICAL RELATION AMONG A NERVOUS DESENSITIZATION IN HUMANS, WITH REGARD 
TO DILUTIONS OF CAPSAICIN AT ig. LEVEL. 

NUMBERS OF REFERENCE IN THE DRAWINGS 
[0014] 

2A DESENSITIZATION SCALE AT iv. LEVEL (VALUES 0-10). 

2B DILUTIONS OF ONE PART OF CAPSAICIN IN MILUONS OF PARTS OF WATER (VALUES 0-16). 
2C PERSISTENT BURNING SENSATION IN BLOOD AT lOmcg/ml. 
2D PERCEPTIBLE WARMTH SENSATION IN BLOOD AT Imcg/ml. 
3A DESENSITIZATION SCALE AT im./sc. LEVEL (VALUES 0-100). 

3B DILUTIONS OF ONE PART OF CAPSAICIN EST MILLIONS OF PARTS OF WATER (VALUES 0-1). 
3C PERSISTENT BURNING SENSATION IN TISSUES AT lOOmcg/ml. 
3D PERCEPTIBLE WARMTH SENSATION IN TISSUES AT lOmcg/ml. 
4A DESENSITIZATION SCALE AT ig. LEVEL (VALUES 0-1000). 

4B DILUTIONS OF ONE PART OF CAPSAICIN IN MILLIONS OF PARTS OF WATER (VALUES 0-0. 1). 
4C PERSISTENT BURNING SENSATION IN STOMACH AT 1 mg/ml. 
4D PERCEPTIBLE WARMTH SENSATION IN STOMACH AT O.lmg/ml. 

DESCRIPTION OF THE DRAWINGS 

[0015] FIG. 1 A CORRESPONDS TO THE CHEMICAL STRUCTURE OF THE CAPSAICIN, FIG. IB 
CORRESPONDS TO THE NORHYDROCAPSAICIN, FIG.IC CORRESPONDS TO THE 
DIHYDROCAPSAICIN, FIG. ID CORRESPONDS TO THE HOMOCAPSAICIN AND FIG. IE 
CORRESPONDS TO THE HOMODIHYDROCAPSAICIN. 

[0016] FIG. 2 SHOWS A CURVE OF THE MATHEMATICAL FUNCTION THAT RELATES THE NERVOUS 
DESENSITIZATION IN HUMANS WITH REGARD TO THE DILUTIONS OF CAPSAICIN AT iv. LEVEL. 



THE AXIS OF THE ABSCISSA WITH VALUES BETWEEN 0 AND 16, CORRESPONDS TO THE 
DILUTIONS (2B) OF ONE PART OF CAPSAICIN IN MILLIONS OF PARTS OF WATER. THE AXIS OF THE 
ORDINATE CORRESPONDS TO THE SCALE OF DESENSITIZATION (2A) WITH RELATIVE VALUES 
BETWEEN 0 AND 10. THE POINT (2C) CORRESPONDS TO A CONCENTRATION AT lOmcg/ml, AND IT 
REPRESENTS TO THE CAPSAICIN CONCENTRATION THAT PROVOKES A PERSISTENT BURNING ON 
TONGUE, OR AS ASSUMED IN THIS INVENTION TO THE PERSISTENT BURNING SENSATION IN 
BLOOD. THE POINT (2D) CORRESPONDS TO A CONCENTRATION AT Imcg/ml, AND IT REPRESENTS 
TO THE CAPSAICIN CONCENTRATION THAT PROVOKES A PERCEPTIBLE WARMTH ON TONGUE, OR 
AS ASSUMED IN THIS INVENTION TO THE PERCEPTIBLE WARMTH SENSATION IN BLOOD. 
[0017] FIG. 3 SHOWS A CURVE OF THE MATHEMATICAL FUNCTION THAT RELATES THE NERVOUS 
DESENSITIZATION IN HUMANS WITH REGARD TO THE DILUTIONS OF CAPSAICIN AT im./sc. LEVEL. 
THE AXIS OF THE ABSCISSA WITH VALUES BETWEEN 0 AND 1, CORRESPONDS TO THE DILUTIONS 
(3B) OF ONE PART OF CAPSAICIN IN MILLIONS OF PARTS OF WATER. THE AXIS OF THE ORDINATE 
CORRESPONDS TO THE SCALE OF DESENSITIZATION (3 A) WITH RELATIVE VALUES BETWEEN 0 
AND 100. THE POINT (30) CORRESPONDS TO A CONCENTRATION AT lOOmcg/ml, AND IT 
REPRESENTS TO THE CONCENTRATION THAT PROVOKES THE PERSISTENT BURNING SENSATION 
IN TISSUES. THE POINT (3D) CORRESPONDS TO A CONCENTRATION AT lOmcg/ml, AND IT 
REPRESENTS TO THE CONCENTRATION OF CAPSAICIN THAT PROVOKES THE PERCEPTIBIE 
WARMTH SENSATION IN TISSUES. 

[0018] FIG. 4 SHOWS A CURVE OF THE MATHEMATICAL FUNCTION THAT RELATES THE NERVOUS 
DESENSITIZATION EST HUMANS WITH REGARD TO THE DILUTIONS OF CAPSAICIN AT ig. LEVEL. 
THE AXIS OF THE ABSCISSA WITH VALUES BETWEEN 0 AND 0. 1, CORRESPONDS TO THE 
DILUTIONS (4B) OF ONE PART OF CAPSAICIN IN MILLIONS OF PARTS OF WATER THE AXIS OF THE 
ORDINATE CORRESPONDS TO THE SCALE OF DESENSITIZATION (4A) WITH RELATIVE VALUES 
BETWEEN 0 AND 1000. THE POINT (4C) CORRESPONDS TO A CONCENTRATION AT Img/ml, AND IT 
REPRESENTS TO THE CONCENTRATION THAT PROVOKES THE PERSISTENT BURNING SENSATION 
IN STOMACH. THE POINT (4D) CORRESPONDS TO A CONCENTRATION AT 0. Img/ml, AND IT 
REPRESENTS TO THE CONCENTRATION THAT PROVOKES THE PERCEPTIBLE WARMTH SENSATION 
IN STOMACH. 

DEFINITION OF TERMS 

[0019] CAPSAICIN WHEN USED HEREIN INCLUDES NATURAL AND SYNTHETIC CAPSAICIN, 
DERIVATIVES, VANILLOIDS AND CAPSICUM EXTRACT. 

[0020] NATURAL CAPSAICIN DERIVES FROM THE FRUITS OF SOLANACEAE FAMILY AND IT IS THE 
PUNGENT PRINCIPLE OF THE GENUS CAPSICUM SP. ITIS A STABLE, COLORLESS. AND ODORLESS 



ALKALOID, NOT VERY SOLUBLE IN WATER, BUT VERY SOLUBLE IN ALCOHOL, GREASES AND 
OILS. CAPSAICIN AND CAPSAICINOIDS MAY BE CLASSIFIED AS ACID AMIDE DERIVATIVES OF A 
PHENOL. WITH AN ADDITION OF A METHOXY GROUP (OCH3) TO THIS PHENOL, ORTHO- 
METHOXYPHENYL IS FORMED. AN ADDITION OF A METHYLENE GROUP (CH2) IN THE PARA 
POSITION TO ORTHO-METHOXYPHENYL IT PRODUCES VANILLYL. CAPSICUM FRUITS CONTAE^ 
BETWEEN 0. 1 TO 1 % OF CAPSAICIN. 

[0021] SYNTHETIC CAPSAICIN IS A CAPSAICIN SUBSTITUTE AND OTHER SYNONYMS USED ARE 
nonanoic acid vanillylamide, nonylvanylamide, pelargonic acid vanillylamide, pseudocapsaicin, N- 
vanillylpelargonamide and N-(4-hydroxy-3-methoxybenzyl) nonanamide. 

[0022] DERIVATIVES ARE VANILLYL COMPOUNDS AS CAPSAICIN WITH SIMILAR ACTION LIKE 
CAPSAICIN BUT HAVING IT DIFFERENT DEGREE OF PUNGENCY. THEY FORM PART OF A COMPLEX 
OF COMPOUNDS CALLED CAPSAICINOIDS. 

[0023] VANILLOIDS ARE PHYTOCHEMICAL COMPOUNDS THAT USUALLY CONTAIN VANILLYL 
MOIETY OR ANALOG STRUCTURE AS CAPSAICIN AND THEY HAVE ANTIVIRAL PROPERTIES. 
[0024] CAPSICUM EXTRACT INFUSE MAY BE A PURIFIED VERSION OF AN INFUSE PREPARED FROM 
FRESH PLANT TISSUES OF ANY VARIETY OF THE GENUS CAPSICUM. SUCH AN INFUSE MAY BE 
ELABORATED BY MIXING CAPSICUM EXTRACT WITH A PHARMACEUTICAL ACCEPTABLE 
CARRIER TO BE INJECTED BY iv. AND im./sc. TREATMENTS. 

[0025] LEVEL IS CONSIDERED A LOCATION IN A PARTICULAR SYSTEM OR PART IN THE HUMAN 
ORGANISM RESPONDING AT A DIFFERENT EFFECT TOWARD CAPSAICIN. IT IS RELATED AT A 
SPECmC ROUTE OF ADMINISTRATION SUCH AS iv., im./sc., AND ig. 

[0026] CONCENTRATION OF CAPSAICIN IS A RELATIVE CONTENT OF CAPSAICIN OF A SOLUTION, 
MIXTURE OR DISPERSION THAT IS EXPRESSED IN THIS INVENTION IN mcg/ml AND mg/ml. IT MAY 
BE TAKEN FROM ANY POINT OF THE FUNCTION IN FIG. 2, 3 AND 4. 

[0027] DILUTION OF CAPSAICIN IS A VARIABLE OF ABSCISSA IN THE FIG. 2,3 AND 4 IN THIS 
INVENTION THAT PERMIT TO MAKE LESS OR MORE CONCENTRATED CAPSAICIN BY MIXING WITH 
WATER. IT IS MEASURED IN ONE PART OF CAPSAICIN IN MILLIONS OF PARTS OF WATER AND 
MAY BE TRANSFORMED IN UNITS OF CONCENTRATION. 

[0028] PRIMARY AFFERENT NEURONS ARE NERVOUS FIBERS WHOSE FUNCTION IS TO RECEIVE 
AND TRANSMIT INFORMATION FROM AN INTERNAL AND EXTERNAL ENVIRONMENT AND 
THEREBY CONTRIBUTE TO MAINTAIN HOMEOSTASIS. THEY MAY BE DIVIDED EST A-TYPE AND B- 
TYPE NEURONS AND CAN BE CLASSIFIED IN THICK MYELINATED, THIN MYELINATED AND THIN 
UNMYELINATED (C-FIBERS). 

[0029] INTRINSIC ORIGEN NERVOUS FIBERS ARE NERVES OF SHORT DISTANCE, LOCAL REFLEX, 
B^JSENSmVE TO CAPSAICE^ AND PREDOMINANTLY FOUNDED IN THE DIGESTIVE SYSTEM. 
EXTRINSIC FIBERS ARE NERVES OF LONG DISTANCE, EXTENSIVE EFFECT IN THE ORGANISM, 



VERY SENSITIVE TO CAPSAICIN AND PREDOMINANTLY FOUNDED IN THE CIRCULATORY SYSTEM. 

[0030] NEUROPEPTIDE IS AN ENDOGENOUS PEPTIDE THAT INFLUENCES NEURAL ACTIVITY OR 
FUNCTIONING. SP OR P (SP) IS AN UNDECAPEPTIDE OF AMINO ACID SEQUENCE arg-pro-lys-pro-gln- 
gln-phe-phe-gly-leu-met-nh2. WHICH IT HAS BEEN IDENTIFIED IN THE CENTRAL AND PERIPHERAL 
NERVOUS SYSTEM. 

[0031] CAPSAICIN DESENSrriZATION IS MEANT A TYPICAL FEATURE OF CAPSAICIN-INDUCED 
STIMULATION OF PRIMARY AFFERENT NEURONS WHEREIN EXCITATION SOON SUBSIDES AND 
THE NEURONS BECOME UNRESPONSIVE TO FURTHER APPLICATIONS OF THE DRUG. 
[0032] PERCEPTIBLE WARMTH AND PERSISTENT BURNING ARE CAPSAICIN SENSATIONS ON 
TONGUE APPRECIATED BY Nelson (1910), TO A CONCENTRATION AT Imcg/ml (Ippm) AND AT 
lOmcg/ml (lOppm) RESPECTIVELY, WHICH THEY ARE ASSUMED IN THIS INVENTION TO AFFECT THE 
CIRCULATORY SYSTEM OF THE HUMAN ORGANISM UNDER SAME APPRECIATION. 
[0033] DESENSrriZATION SCALE IS A VARIABLE OF ORDINATE IN FIGS. 2,3 AND 4 USED TO 
REPRESENT A RELATIVE DEGREE OR INTERVAL OF NERVOUS DESENSITIZATION AND IT IS 
DEFINED ACCORDING TO VALUES RANGING BETWEEN 1 TO 1000. PKICEPTIBLE WARMTH HAS A 
VALUE OF 1 AT iv. LEVEL, 10 AT im./sc. LEVEL AND 100 AT ig. LEVEL. PERSISTENT BURNING HAS A 
VALUE OF 10 AT iv. LEVEL, 100 AT iin./sc. LEVEL AND 1000 AT ig. LEVEL. 

[0034] SCOVILLE UNITS VALUE IS THE DILUTION IN UNITS OR PARTS OF WATER AT WHICH THE 
PUNGENCY OF ONE UNIT OR PART OF CAPSAICIN CAN BE DETECTED BY A TRAINED TESTER. 
[0035] AIDS IN THIS INVENTION IS CONSIDERED A DISEASE OF THE HUMAN IMMUNE SYSTEM 
THAT IS CAUSED BY INFECTION WriH HIV, AND rT IS CHARACTERIZED CYTOLOGICALLY BY 
REDUCTION IN THE NUMBERS OF CD4-BEARING HELPER T CELLS. ALTHOUGH THE RELATION 
BETWEEN AGENT AND DISEASE IS NOT ABSOLUTE AND DEFDSffTIVE IT IS POSSIBLE TO AFFIRM 
THAT AIDS IS VIRAL IN ORIGIN. 

[0036] fflV IS ANY OF A GROUP OF RETROVIRUSES THAT INFECT AND DESTROY HELPER T CELLS 
OF THE IMMUNE SYSTEM CAUSING A MARKED REDUCTION IN THEIR NUMBERS. IT ALSO CAN 
INFECT MACROPHAGES. FROM THIS GROUP, HAVE BEEN CLASSIFIED TWO VARIANTS IDENTIFIED 
AS HIV-1 AND HIV-2. A THIRD VAIUANT OF HIV CALLED fflV-0 RATHER BELONGS TO A SUBGROUP 
OFHIV-1. 

[0037] CD4 RECEPTORS IS A LARGE GLYCOPROTEIN LOCATED ON THE SURFACE OF HELPER T 
CELLS THAT IS A RECEPTOR FOR HIV. CD8 RECEPTORS ARE LOCATED ON THE SURFACE OF 
KILLER T CELLS. 

[0038] LYMPHOCYTE IS ANY OF WEAKLY MOTILE CELLS ORIGINATING FROM STEM CELLS AND 
DIFFERENTIATING IN LYMPHOID TISSUE AS OF THE THYMUS OR BONE MARROW. 
[0039] MACROPHAGE IS A PHAGOCmC TISSUE CELL OF THE RETICULOENDOTHELL\L SYSTEM 
FIXED OR FREELY MOBILE, WHICH IT IS DERIVED FROM A MONOCYTE, AND IT FUNCTIONS IN THE 
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PROTECTION OF THE BODY AGAINST INFECTION AND NOXIOUS SUBSTANCES. 

[0040] B-ENDORPHIN IS A GROUP OF PROTEIN WITH POTENT ANALGESIC PROPERTIES THAT 

OCCUR NATURALLY IN THE BRAIN. 

[0041] PROLIFERATION OF MACROPHAGE DENOTES A MACROPHAGE WHICH IS CAPABLE OF 
FURTHER CLONAL DIVISION. NORMALLY MACROPHAGE IS A TERMINALLY DIFERENTIATED CELL 
OF IMMUNE SYSTEM INCAPABLE OF FURTHER DIVISION. 

[0042] POLYAMINE IS ANY OF A GROUP OF ALIPHATIC STRAIGHT CHAIN AMINES DERIVED 
BIOSYNTHETICALLY FROM AMINO ACIDS. POLYAMINE ANALOG IS MEANT AN ORGANIC CATION 
STRUCTURALLY SIMILAR BUT NON-IDENTICAL TO NATURALLY-OCURRING POLYAMINES SUCH 
AS SPERMINE AND/OR SPERMIDINE (TAKEN OF FOREIGN PATENT NUMBER WO 9921542, OF 
Mcgrath, 1999, p. 10, Methods for modulating macrophage proliferation using polyamine analogs). 
[0043] PREFERRED AGENTS FOR MODULATION OF MACROPHAGES ACCORDING TO FOREIGN 
PATENT NUMBER WO 9921542, OF Mcgrath, 1999, p. 8, INCORPORATED HEREIN BY REFERENCE ARE 
POLYAMINE ANALOGS SPECIALLY l.ll-bis (ethyl) norspermine; 1,8-bis (ethyl) spermidine (BES); 1,12-bis 
(ethyl) spermine (BES; DESPM (N\ N^^-diethylspermine); 1,1 1-bis (ethylamino)-4,8-diazaundecane (BE-3-3-3); 
1,14-bis (ethylamino)-5,10-diazatetradecane (BE-4-4-4) (Diethylhomospermine, N^N^^-diethylhomospermine; 
DEHOP or DEHSPM); diethylnospermine (DENOP); 1,19-bis (ethylamino)-5,10,15-triazanonadecane (BE-4-4-4- 
4); N-ethyl-N'- (2-(3'-ethylamino-propylamino methyl)-cis-cyclopropylmethyl)-propane 1,3-diamine 
tetrahydrochloride (SL-11037); N-ethyl-N'-(2-(3'-ethylamino-propylamino methyl)-trans-cyclobutylmethyl)- 
propane 1,3-diamine tetrahydrochloride (SL-1 1038); N-ethyl-N*-(2-(3'-ethylamino-propylamino methyl)-trans- 
cyclopropylmethyl)-propane 1,3- diamine tetrahydrochloride (SL-1 1044; and N, N'-bis (3-ethylaminopropyl)-cis- 
but-2-ene-l,4-diamine tetrahydrochloride (SL-1 1047). 

[0044] EXOGENOUS PYROGENS AGENTS ARE MICROORGANISMS OR AGENTS WHOSE PRODUCTS, 
ARE RECOGNIZED AS FOREIGN BY THE IMMUNE SYSTEM CELLS. THE EXOGENOUS PYROGENS 
ARE CAPABLE OF INDUCING PYROGENIC CYTOKINES, CALLED ENDOGENOUS PYROGENS, SUCH 
AS: INTERLEUKINS (EL-lB), (IL-6), TUMOR NECROSIS FACTOR (TNF-A), AND INTERFERON (INF-A), 
Blatteis (1998), pp. 178-179. 

[0045] HYPOTHERML\ IS GENERALLY CONSIDERED IN HUMANS, WHEN A CORE TEMPERATURE IS 
LESS THAN 35 DEGREES CENTIGRADE (95 DEG F). A RANK BETWEEN 34 AND 35 DEGREES 
CENTIGRADE (93.2 TO 95 DEGF), IS CONSIDERED LIGHTLY HYPOTHERMIC; 30 TO 34 DEGREES 
CENTIGRADE (86 TO 93.2 DEGF), IS CONSIDERED MODERATELY HYPOTHERMIC; AND LESS THAN 
30 DEGREES CENTIGRADE (86 DEG F), SEVERELY HYPOTHERMIC, Mercer J.B, 1998, p. 246. 
[0046] SKBSf TEMPERATURE AVERAGE IN HUMAN ADULT MAN, IN A THERMONEUTRAL 
ENVIRONMENTAL, WITHOUT WIND AND LOW HUMIDITY IS ABOUT 33 DEGREES CENTIGRADE 
(91.4 DEGREES F), Physiology and pathophysiology of the temperature regulation, Blatteis C, (1998), chapter 2, 
entitle body temperature, p. 17, table L 



DETAILED DESCRIPTION 



[0047] SOME FACTORS THAT MAKE TO fflV A PATHOGEN HIGHLY HARMFUL AND COMPLEX FOR 
THE BEARERS OF THE ILLNESS HAVE FULLY BEEN ESTABLISHED. THE VIRUS CAN GROW IN 
AREAS OF THE HUMAN BODY, WHERE THE IMMUNE SYSTEM HAS A LIMITED ACCESS, SUCH AS 
THE CENTRAL NERVOUS SYSTEM. IT CAN BE INTEGRATED TO THE GENOME OF THE CELLS OF 
THE BODY, WHERE IT CAN REMAIN LATENT AND UNAFFECTED FOR LONG TIME PERIODS. IT ALSO 
CAN ALTER ITS ANTIGENS TO GENERATE MUTATIONS AND INFECT AND SUPPRESS THE IMMUNE 
SYSTEM CAUSING INDIRECT HARM TO THE ORGANISM AND DEVELOPING OTHER INFECTIONS. 
[0048] DESPITE SUCH CRITICAL PATHOLOGY OF AIDS, A TREATMENT OR THERAPY CAN BE AN 
ALTERNATIVE TO COUNTERACT THE VIRUS AND ITS RELATED DISEASES. FOR THIS REASON, THE 
THERAPY ASSUMED BY Calaph Timmerson, LONG-TERM AIDS SURVIVOR, REQUIRES A CAREFUL 
EVALUATION. IN 1990, Tinunerson WROTE THE ARTICLE FOR THE Journal of Orthomolecular Medicine, 
ON THE THERAPY ESSENTIALLY DEFINED IN THE CONSUMPTION OF CHILIES AND OTHER 
PIQUANT FOODS, DURING FOUR YEARS OF SUFFERING THE ILLNESS. ACCORDING TO THIS 
ARTCLE, TimmCTSon's LYMPHOCYTES QUANTIFIED THROUGH A TEST T-4, DECREASED TO NEAR OF 
50 PER CUBIC MILLIMETER (CM) OF BLOOD, p. 25. 

[0049] HIV-NEGATIVE PATIENTS HAVE BETWEEN 500 AND 1,200 PER CM. TEN (10) YEARS AFTER OF 
SUFFERING THE ILLNESS, HE EXPRESSED TO BE FOUND IN GOOD PHYSIC CONDmON, AND 
MANIFESTING HIMSELF A (HUEAT REDUCTION IN THE SECONDARY ILLNESSES. NEVERTHELESS, 
SO MUCH IN TIMMERSON, AS IN A GROUP OF PERSONS RELATED TO HIM, THAT ASSUMED THE 
SAME DIET (mem m piquant FOODS), WAS NOTED A CONSTANT DECREASE OF LYMPHOCYTES 
IN THE IMMUNE SYSTEM OF THEIRS ORGANISMS. 

[0050] CAPSAICIN iv. ADMINISTRATION, OR BY im./sc. ADMINISTRATION HAS A HYPOTHETIC 
CAPACITY TO STIMULATE A PRODUCTION AND PROLIFERATION OF LYMPHOCYTES, THROUGH A 
RELEASE OF NEUROPEPTIDES, SUCH AS A SUBSTANCE P (SP). THIS FEASIBLE STIMULATION DOES 
NOT HAPPEN BY ig. ADMINISTRATION BECAUSE NERVOUS FIBERS IN THE GASTROINTESTINAL 
TRACT HAVE A LOCAL EFFECT OF INTRINSIC ORIGEN, IN A RELEASE OF THE SUBSTANCE P (SP). 
ACCORDING TO Franco et al. (1979), p. 62, IN INTESTINES OF GUINEA PIGS EXIST A PREDOMINANCE 
OF NERVOUS FIBERS OF SHORT DISTANCE ALONG THE INTESTINE AND OF LOCAL REFLEX IN THE 
ORGANISM. ON THE OTHER HAND, Holzer et al. (1980). p. 303, DOES MENTION OF A PREDOMINANT 
QUANTITY OF INTRINSIC FIBERS LOCATED IN THE GASTROINTESTINAL TRACT. IN THIS SAME 
STUDY, THEY SHOW THAT, PRETREATMENT WITH CAPSAICIN IN RATS, DID NOT HAVE EFFECT 
UPON THE SUBSTANCE P (SP) AT INTESTINAL LEVEL, WHICH IT INDICATES THAT, THE NERVOUS 
FIBERS OF INTRINSIC CHARACTER ARE INSENSITIVE TO THE CAPSAICIN. 
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EFFECT UPON THE IMMUNE SYSTEM 

[0051] AFTER Jancso's DEATH DSf 1966, STUDIES OF Janos Szolcsanyi AND Aurelia Jancso-Gabor 
REVEALED THAT, MOST OF CAPSAICIN BIOLOGICAL EFFECTS RESULT FROM ES!ITL\L AROUSAL 
OF CERTAIN SENSORY NEURONS, THAT IS FOLLOWED BY A PROLONGED PERIOD OF 
DESENSrriZATION TO PHYSICOCHEMICAL STIMULUS (Buck et al., 1986, p. 180). 
[0052] AFTERWARDS, INTENSE INVESTIGATIONS WERE CARRIED OUT AND THEY SHOWED THAT, 
BY EFFECT OF THE CAPSAICIN, THE SUBSTANCE P (SP) IS RELEASED IN SENSORY NEURONS. Buck 
et al. EST 1986, p. 222, DID A REVIEW OF A PROFUSE BIBLIOGRAPHIC REFERENCE TO THIS RESPECT. 
Monsereenusom et al. (1982), p. 332, SHOWS A SUMMARY OF DIFFERENT NEURALS STRUCTURES 
WHERE IT WAS DETECTED THE RELEASE OF THE SUBSTANCE P (SP) CAUSED BY TREATMENTS 
WITH CAPSAICIN. THEY WERE SPINAL CORD, DORSAL HORN, SUBSTANTIA NIGRA, TRIGEMINAL 
NUCLEUS CAUDALIS, SUBSTANTUV GELATINOSA, SCL\TIC NERVE. SAPHO40US NERVE, SENSORY 
OF THE EYE, AND OTHER THE SUBSTANCE P (SP), IS PART OF A NEUROPEPTIDES FAMILY CALLED 
TACHYKININS. 

[0053] Holzer (1991), p. 146, REFERS SOME MARKERS OF CAPSAICIN-SENSmVE PRIMARY AFFERENT 
NEURONS. THESE MARKERS INCLUDE A NUMBER OF PEPTIDES THAT ARE RELEASED SUCH AS 
SUBSTANCE P (SP) BY CAPSAICIN. THEY ARE NEUROKININ A, CALCITONIN GENE-RELATED 
PEPTIDE (CGRP), GALANIN, VASOACTIVE INTESTINAL POLYPEPTIDE, AND SOMATOSTATIN. 
[0054] THE SUBSTANCE P (SP) IS RECOGNIZED FOR T LYMPHOCYTES, AS WAS SHOWN BY Payan et 
al. (1984), p. 1532, IN THEIR EVALUATION OF EXISTING INTERACTION AMONG THE SUBSTANCE P 
(SP) AND HUMAN BLOOD T-LYMPHOCYTES, QUANTIFIED BY A FLUORESCENCE-DETECTION FLOW 
CYTOMETRY. THIS EVALUATION MANIFESTED A SPECMCITY OF THE SUBSTANCE P (SP) AND H 
(SP) UPON HUMAN T-LYMPHOCYTES, ACCORDING TO EXPERIMENTS CARRIED OUT BY THEM IN 
1983. 

[0055] IN AGREEMENT TO McGills et al. (1990), p. 92, THE SUBSTANCE P (SP) CAN ALTER A 
PROLIFERATIVE AND PHYSIOLOGICAL RESPONSE OF LYMPHOCYTES AND MACROPHAGES. THOSE 
EFFECTS ARE MEDIATED BY A SPECIFIC HIGH AFFINITY OF RECEPTORS P (SP), WHICH THEY HAVE 
BEEN CHARACTERIZED AND IDENTIFIED EXTENSIVELY, SO MUCH IN LIMPHOCYTES AND 
MACROPHAGES, FROM A POINT OF VIEW KINETICAL AND BIOCHEMICAL. 
[0056] IN THE SUMMARY OF A STUDY "Review modulation of the immune response by tachykinins", 
ELABORATED BY Eglezos et al. (1991), p. 291, IT SHOWS A DESCRIPTION OF THE EFFECTS OF 
TACHYKININS RELEASE: STIMULATE THE PROLIFERATION OF LYMPHOCYTES; INCREASE A 
RELEASE OF CYTOKINES, INCLUDING INTERFERON(IFN-GAMMA), TUMOR NECROSIS FACTOR 
(TNF-ALPHA), INTERLEUKINS (IL-1 AND IL-6) OF MONONUCLEAR CELLS AND MACROPHAGES; 
ENHANCE IMMUNOGLOBULIN SECRETION. AND AFFECT CELLULAR CHEMOTAXIS AND 
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PHAGOCYTOSIS. 

[0057] OPERATION OF THESE PROCESSES PREVIOUSLY DEFINED, IS FEASIBLE, THROUGH THE 
TREATMENT WITH CAPSAICIN, THAT CAN STIMULATE A PRODUCTION OF NEW LYMPHOCYTES 
BY THE THYMUS. ACCORDING TO Eglezos et al. (1991), p. 286, THE THYMUS IS INNERVATED BY 
AFFERENT NERVES CONTAINING TACHYKININS AS, P (SP) AND CORP. THOSE NERVES, HAVE 
FIBERS IN CONTACT WITH ALL COMPONENTS OF THE THYMUS AND THEY HAVE BEEN 
ASSOCIATED WITH POPULATIONS OF LYMPHOCYTES AND MAST CELLS. 
[0058] IN PATIENTS WITH HtV, GREAT QUANTITIES OF T LYMPHOCYTES (HELPERS), ARE 
CONTAMINATED AND INACTIVATED BY AN AFFINITY OF THE HTV UPON CD4 SPECIFIC- 
RECEPTORS. THE PROLIFERATION OF THIS TYPE OF LYMPHOCYTES IS CRUCIAL FOR A 
DEVELOPMENT OF IMMUNE MECHANISMS. 

[0059] ACCORDING TO Panerai et al. (1983), p. 825, THE CAPSAICIN ALSO EXERTS A RELEASE OR 
DECREASE OF B-ENDORPHIN CONCENTRATIONS IN THE BRAIN TISSUES. IN EXPERIMENTS 
DEVELOPED IN RATS. B-ENDORPHIN CONCENTRATION IN THE HYPOTHALAMUS, MEASURED AT 
ng/mg OF PROTEIN, DECREASED, DURING 3,5,7 AND 15 DAYS, THEREAFTER THEY GAVE THE 
CAPSAICIN ADMINISTRATION. THE OBTAINING OF RESULTS WAS DONE IN BASE TO TISSUES 
EXTRACTION IN THE HYPOTHALAMUS AND OTHER REGIONS OF THE BRAIN. IT SHOWED THAT, 
THE CAPSAICIN IS CAPABLE TO RELEASE B-ENDORPHIN IN RATS BRAIN. ON THE OTHER HAND, 
Gilman et al. (1982), p. 4226, DEMONSTRATED THAT, THE B-ENDORPHIN INCREASES, THE 
PROLIFERATIVE RESPONSE OF LYMPHOCYTES. THEY SUGGEST THAT B-ENDORPHIN HAS A 
SPECIFIC EFFECT ON CELLULAR COMPONENTS OF THE IMMUNE SYSTEM. SUCH AS T- 
LYMPHOCYTES. 

[0060] THE B-ENDORPIDN, AS WELL INCREASES A NATURAL CYTOTOXICITY, INDUCED BY KILLER 
(NK) CELLS. IT WAS SHOWN FOR Mathews et al. (1983). p. 1658. ACCORDING TO THEM, ACTIVITY OF 
NK CELLS WAS SIGNIFICANTLY INCREASED BY B-ENDORPHIN IN 30.5% WITH A DEVIATION OF 
MORE OR LESS 1 1.5%. LIKEWISE, THEY EXPRESSED THAT, A ROLE OF THESE NEUROPEPTIDES IS 
RELATIVELY UNKNOWN, NEVERTHELESS RECEPTORS OF B-ENDORPHIN HAVE BEEN DETECTED 
IN PHAGOCYTES AND HUMAN LYMPHOCYTES. 

[0061] Jancso and Jancso-Gabor ESTABLISHED IN 1947 AND 1959, THAT THE CAPSAICIN AS WELL AS 
OTHERS CLASSES OF INJURIES AND BURNS, CAUSED A HISTAMINE RELEASE, PROMOTING 
PHAGOCYTOSIS, AND TRANSFORMING, ENDOTHELL\L CELLS OF CAPILLARIES INTO 
PHAGOCYTES. THESE EXPERIMENTS OF Jacnso ARE MENTIONED FOR Issekutz et al. (1950), p. 321, AND 
BY Monsereenusora et al. (1982), p. 323. LIKEWISE, EXPERIMENTS OF Holzer et al. (1981), p. 1099, 
CONFIRM IT PREVIOUSLY EXPRESSED, SHOWING THE FACT THAT, TREATMENT WITH CAPSAICIN 
IN RATS PROVOKED AN INCREMENT OF HISTAMINE AND 5-HYDROXITRYPTAMINE. 
[0062] ON THE OTHER HAND, Johnson et al. (1973), p. 1253, DEMONSTRATED THAT NEUROPEPTIDES 
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PROVOKED THE HISTAMINE RELEASE, IN SUSPENSIONS OF MAST CELLS IN RATS. SUBSTANCE P 
(SP) AND POLISTESKININ WERE THE NEUROPEPTIDES MORE POWERFUL, STIMULATING 
LIBERATION OVER A 50 %. LESS POWERFUL WERE: BRADYKININ, KALLIDIN AND METHIONYL- 
LYSYL-BRADYKININ. 

[0063] IN 1983. Skofitsch et al., p. 153, EVALUATED WITH HIGHER PRECISION SOME CAPSAICIN, 
HISTAMINE, AND SUBSTANCE P (SP) ACTING MECHANISMS. THEY DEMONSTRATED THAT, THE 
HISTAMINE RELEASE IS PROVOKED FOR THE SUBSTANCE P (SP), AND NOT BY THE CAPSAICIN 
DIRECTLY. Bar-Shavit et al. (1980), p. 1 145, ALSO ALLEGES THAT THE UNDECAPEPTIDE SUBSTANCE P 
(SP) AS WELL STIMULATES PHAGOCYTOSIS IN MACROPHAGES OF MICE AND IN HUMAN 
LEUCOCYTES. IT WAS CONFIRMED FOR Hartung et al. (1983), p. 301, WITH GUINEA PIG PERITONEAL 
MACROPHAGES. THE SUBSTANCE P (SP) ACTIVATED SUCH MACROPHAGES, INDUCING A 
LIBERATION OF REACTIVE OXYGEN SPECIES. 

[0064] MACROPHAGES ARE CAPABLE TO ABSORB EFFICIENTLY THE CAPSAICIN. IN Joe and Lokesh 
EXPERIMENTS (1994), p. 259, WITH RATS PERITONEAL MACROPHAGES, THEY MONITORED AN 
ABSORPTION OF DIFFERENT SPICY SUBSTANCES FROM MACROPHAGES, TO EVALUATE IF A 
INTERNALIZATION OF THOSE COMPONENTS IS ESSENTIAL TO REDUCE REACTIVE OXYGEN 
SPECIES. MACROPHAGES INTERNALIZED THE SPICY SUBSTANCES EFFICIENTLY AND THE 
CAPSAICIN WAS ABSORBED BETWEEN CONCENTRATIONS (1-lOmcM), WITH A 76 TO 82% OF 
EFFICIENCY. 

[0065] CAPSAICIN ABSORBED BY HIV CONTAMINATED MACROPHAGES AND LYMPHOCYTES MAY 
ACT AS DISINFECTANT AGENT AGAINST HIV VIRUS IN CELLULAR VACUOLES AND CYTOPLASMIC 
CONTENT. IT IS KNOWN THAT CERTAIN STRAINS OF THE VIRUS HAVE A GREATER AFFINITY FOR 
MACROPHAGES THAN FOR LYMPHOCYTES BECOMING SUCH CELLS IN ELEMENTS OF 
PROPAGATION OF HIV. INTERNALIZED CAPSAICIN IN MACROPHAGES MAY DESTROY AND 
DENATURE HIV AND HELP TO INHIBIT OXIDATION PRODUCTS. IN ADDITION MACROPHAGES 
CARRYING CAPSAICIN CAN BE ATTRACTED TO THE CENTER OF HIV INFECTIONS DESTROYING 
FOCUS OF THE VIRUS. 

[0066] A RELATIVE PROLIFERATION OF MACROPHAGES PRODUCED BY CAPSAICIN MUST BE 
ANALYZED ACCORDING TO 1. CAPSAICIN IN THIS INVENTION IS EMPLOYED AT LOW DOSES AND 
C0NCENTRATI0NS.2. AFTER REPETITIVE CAPSAICIN DOSES, SUBSTANCE P (SP) AND HISTAMINE 
IS RELEASED AND IT GET A DECREASING EFFECT ON MACROPHAGES AND PHAGOCYTOSIS. 3. 
CAPSAICIN BEING ABLE TO ABORT HIV INFECTION INSIDE AND OUTSIDE OF CELLS OF THE 
IMMUNE SYSTEM WILL PROVIDE A WAY OF DELAYING DEVELOPMENT OF MACROPHAGES- 
ASSOCIATED DISEASES. 4. MACROPHAGES WITHOUT CAPSAICIN TREATMENT IS A FACTOR OF 
mv PROPAGATION, INSTEAD MACROPHAGES UNDER CAPSAICIN TREATMENT BECOME IN A 
FACTOR OF HIV ANNIHILATING. 
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EFFECT UPON OPPORTUNISTIC ILLNESSES 

[0067] STUDIES OF Cichewicz et al. (1996), p. 61, ABOUT ANTIMICROBIAL PROPERTIES OF THE CHILIES 
CONFIRMED AN INHIBITOR EFFECT OF CAPSICUM SP IN A GROWTH OF THE FOLLOWING 
PATHOGENS: Bacillus cereus, Clostridium sporogenes, Bacillus subtilis, Clostridium tetani (CAUSE OF THE 
TETANUS) AND, Streptococcus pyogenes (CAUSE OF CUTANEOUS AND SYSTEMIC INFECTIONS). SOME 
TRIALS CARRIED OUT USING ONLY CAPSAICINOIDS (capsaicin and dihydrocapsaicin), THEY DID NOT 
SHOW ACTIVITY IN THE FOLLOWING PATHOGENS: Candida albicans. Salmonella typhimurium. 
Staphylococcus aureus, Escherichia coli. Streptococcus pyogenes, Clostridium sporogenes. Bacillus cereus, and 
Bacillus subtilis, p. 63. IT SUGGESTS, ACCORDING TO THE AUTHORS OF THE STUDY THAT, SPECIES 
AND VARIETIES OF CAPSICUM SP PLAYED A MEDICINAL ROLE IN SOME MAYAN SANATORIUM 
PRACTICES, p. 68. 

[0068] FOREIGN PATENT NUMBER JP10120593 (Masaru H, 1996), Antifungal agent for external use, 
INCLUDES TO THE CAPSAICIN TO CONTROL SUPERFICL^L MYCOSIS, AND IF MENTIONS THAT 
CAPSAICIN IS A TACHYKININS RELEASING AC^NT, (see abstract of the invention). LIKEWISE THE U.S. 
PATENT NUMBER 6,063.381 (2000), OF Staggs JJ, Therapeutics uses of pungent botanicals and their related 
compounds, SHOWS THAT DERMATOMYCOSES CAUSO) BY Tinea pedis. Tinea capitis. Tinea corporis. 
Tinea cruris AND Candida MAY BE COMPLETELY HEALED AFTER A SINGLE TREATMENT WITH 
CAPSICUM EXTRACT OR ANOTHER PUNGENT BOTANICAL SPECIES, (p. 4, col 5). THIS PATENT ALSO 
MENTIONS THAT CAPSICUM AND RELATED FAMILIES PROVIDE AN IMPORTANT TOOL IN THE 
SYSTEMIC TREATMENT OF DEEP TISSUE MYCOSIS, (p. 8, col 14). 

[0069] IN ADDITION TO THE ANTIBACTERL\L AND ANTIFUNGICIDAL PROPERTIES MENTIONED, 
CAPSAICIN POSSESSES ANTIVIRAL PROPERTIES AS WELL. Ljungdahl et al. (1986), p. 223, PROVED 
THAT CAPSAICIN INJECTED BY sc. ADMINISTRATION, REDUCED MORTALITY IN RATS INFECTED 
WITH Herpes simplex. ON THE OTHER HAND, IN THE ARTICLE "C^saicin in the treatment of dermatologic 
disease", Bernstein (1987), p. 352, REVEALS THAT THE CAPSAICIN HAS BEEN MAINLY USED IN A 
TREATMENT OF TWO CUTANEOUS DISORDERS: postherpetic neuralgia (PHN) and psoriasis. THESE 
OBSERVATIONS WERE CONFIRMED AFTERWARDS BY Bernstein et al. (1987), p. 93, WITH TOPIC 
APPLICATIONS OF CAPSAICIN IN AFFECTED DERMATOME WITH Herpes zoster. 
[0070] THE CAPSAICIN ANTIMICROBIAL PROPERTIES ARE FOUND IN DIRECT RELATION WITH A 
ITS PUNGENCY DEGREE. THE CAPSAICIN PUNGENCY PRODUCES A HEAT, THAT PLACED IN 
CONTACT WITH PATHOGENS LIPOPROTEINIC CELLULAR MEMBRANE, ORIGINATES A 
DENATURATION OF MEMBRANES CHEMICAL STRUCTURES. ACCORDING TO Kauzmann, IN A 
STUDY TITLED The Influence of the temperature upon the biological systems (1957), THE PROTEINS ARE THE 
COMPONENTS MOST SENSITIVE IN THE LIVING SYSTEMS, AND AN IMPORTANT FACTOR THAT 
AFFECTS TO THEM, IS THE TEMPERATURE, WHICH FT IS RESPONSIBLE BY A PROTEIN THERMAL 
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INSTABILITY AND DENATURATION. AS IT CAN BE CONSIDERED, THE CAPSAICIN DOES NOT HAVE 
SPECIFICITY ON ANY AFFINITY UPON CERTAIN TYPES OF MICROBES. THIS CAPSAICIN ACTION 
WIDE SPECTRUM, ENABLES A WIDER OPPORTUNISTIC ILLNESSES CONTROL IN PATIENTS WITH 
HIV AND AIDS. 

[0071] ACCORDING WITH Montagnier (2000), p. 153, WHEN THE LEVEL OF T4 LYMPHOCYTES IN HIV 
PATIENTS BLOOD FALLS TO BETWEEN 500 AND 200 PER CM., THREE PATHOLOGIES OFTEN 
OCCUR, candidiasis (CAUSED BY THE FUNGUS Candida albicans), shingles CAUSED BY THE Varicella- 
zoster virus AND leukoplakia of the tongue. CAPSAICIN TREATS candidiasis AND shingles. A CURATIVE 
POWER OF CAPSAICIN TO CONTROL shingles OR (PHN) WHICH IT IS A POSTERIOR AND RECURRENT 
FORM OF INFECTION CAUSED BY Varicella-zoster virus HAS BEEN MENTIONED BY DeWITT(1998). 
ACCORDING WITH Timmerson (1990), p. 25, HE REPORTED IN HIS ARTICLE GREAT REDUCTION OF 
OPPORTUNISTIC ILLNESSES, DESPITE OF HIS LEVEL OF LYMPHOCYTES (AROUND 50 PER CM). 

EFFECT UPON THE SYSTEM OF THERMOREGULATION 

[0072] INJECTED CAPSAICIN BY iv. OR im./sc. ADMINISTRATION PRODUCES AMONG OTHER 
PHENOMENONS, A HYPOTENSION AND A VASODILATION IN THE CIRCULATORY SYSTEM 
(Monsereenusom et al. 1982), pp.323.324, FROM THE GENERATED HEAT BY THE PUNGENCY OF THE 
SUBSTANCE. THIS INCREASED HEAT LOAD IS DETECTED BY THE HYPOTHALAMUS COOLING 
CENTER (Jancso et al. 1966), p. 364, WHICH IT SENDS MESSAGES TO INCREASE BLOOD FLOW 
TOWARD THE ORGANISM SURFACE, AND TO EXPAND CAPILLARIES OF THE DERMIS. IT PERMITS, 
THE HEAT TO PASS, FROM THE BODY'S CORE TO THE SKIN. THAT LOST HEAT IS REACHED BY 
PHYSIC PROCESS OF CONVECTION, CONDUCTION AND RADIATION. BY THIS WAY, IS PRODUCED A 
KNOWN PHYSIOLOGICAL PHENOMENON OF SWEATING BY CONSUMPTION OF CHILIES, 
GUSTATORY SWEATING (Andrews, 1984, pp. 73-74). 

[0073] THIS VASODILATION CAUSED BY THE CAPSAICIN CONDUCTS A TEMPERATURE DECREASE 
OR HYPOTHERML^ WHICH IT HAS A DEPENDENT INTENSITY OF AN APPLIED DOSE (Jancso et al. 

1966, p. 364, Jancso-Gabor et al. 1970, p. 497). 

[0074] IT IS CONSIDERED HYPOTHERMIA GENERALLY IN HUMANS, WHEN A CORE TEMPERATURE 
IS LESS THAN 35 DEGREES CENTIGRADE (95 DEG F). A DROP OF 2 DEGREES CENTIGRADE CAN 
PROVOKE ONLY SOME SYMPTOMS OF SHIVERING AND A SENSATION OF BEING COLD. 
[0075] mV HAS BEEN CONSIDERED A VIRUS TYPE THAT MANIFESTS A PERSISTENCE OR LATENCY 
m THE ATTACKED ORGANISMS. SOME CAUSES AND MECHANISMS THAT DETERMINE THE 
PERSISTENCE OF A VIRUS, ACCORDING TO DIFFERENT BIOLOGICAL SITUATIONS IMPLIED, WERE 
ANALYZED BY Frankel et al. (1982), pp. 362-365. THEY ARE 1. INTEGRATION OF THE VIRAL GENOME 
INTO THE HOST 2. VIRUSES THAT ARE NONANTIGENIC AND ALSO CERTAIN VIRUSES 
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TRANSPORTED IN LYMPHATIC CELLS (SOME RETROVIRUS). 3. VIRAL AFFINITY TO NEURAL 
TISSUES. 4. VIRUSES WHERE A BALANCE, AMONG VIRUS INFECTIVITY AND AN INTERFERON 
STIMULATING ACTIVITY BECOMES A DETERMINANT FACTOR, IF, AN INFECTION IS ABORTED OR 
MAINTAINED. 5. APPARITION OF DEFECTIVE INTERFERING PARTICLES. 6. AND VIRUSES THAT IT 
TENDS TO MUTATE FREQUENTLY IN THE ORGANISM BY TEMPERATURE CAUSE (TEMPERATURE 
SENSITIVE MUTANTS), WITH SLOW REPLICATION, TO CAUSE SYMPTOMS OR TO UNCHAIN THE 
IMMUNE SYSTEM RESPONSE. 

[0076] HIV FULFILLS THE CHARACTERISTICS OF Frankel et al. (1982), AND SO IT AS TEMPERATURE 
SENSITIVE MUTANT VIRUS, AND CAN BE CLASSIFIED AS "Restrictive", WHOSE RANGE OF 
TEMPERATURE OSCILLATES BETWEEN 36 AND 41 DEGREES CENTIGRADE (96.8 TO 105.8 DEGF). 
VIRUSES CLASSIFIED AS "permissive" HAVE A RANGE OF TEMPERATURE THAT OSCILLATES 
BETWEEN 30 AND 35 DEGREES CENTIGRADE (86 TO 95 DEG F). COMMON COLD IS A TYPE OF 
PERMISSIVE VIRUS, DUE TO A GROWTH OPTIMUN TEMPERATURE IS MANIFESTED IN THE 
RESPIRATORY TRACT OF THE HUMAN ORGANISM. HIV OPTIMUM TEMPERATURE RANGE 
CORRESPONDS TO THE ESTABLISHED RANGE MENTIONED ACORDING TO THE CLASSIFICATION 
OF Zinssw, 1972, p. 794, FOR THE RESTRICTIVE VIRUSES. A PROVOCATION OF A LIGHT 
HYPOTHERML\ OF 2 DEGREES CENTIGRADE IT STARTS TO GENERATE HIV REPLICATION 
INHIBITION. 

[0077] ACCORDING TO Black 1993. p. 500, VIRUSES SUCH AS INFLUENZA, PARAINFLUENZA, AND 
RHINOVIRUSES, ARE SENSITIVE TO THE TEMPERATURE. WHEN A PATIENT IS AFFECTED WITH 
FEVER OF 1 OR 2 DEOIEES CENTIGRADE, VIRUS REPLICATION ABILITY IS HARMED. A 
MOMENTARY VASODILATION AS IT OCCURS WTTH THE TREATMENT WITH CAPSAICIN INCREASES 
THE BLOOD FLOW TOWARD THE SKIN TO PRODUCE A NECESSARY HEAT UNLOAD OF THE BODY. 
THIS MECHANISM GENERATES A DRASTIC EFFECT EST THE RESTRICTIVE VIRUS TEMPERATURE 
OPTIMUM RANGE THE HIV INHmiTION REPLICATION IS ACCENTUATED, DUE TO THAT, THE SKIN 
TEMPERATURE IS 4 TO 5 DEGREES LESSER THAN AN INTERNAL TEMPERATURE OF THE BODY. 
[0078] A TREATMENT FOR HIV BY USING HYPERTHEICVflA CAN BE AS EFFECTIVE INHIBITING HIV 
REPLICATION, AS BY USING A LIGHT HYPOTHERMIC TREATMENT. THE FOREIGN PATENT 
NUMBER WO0203879 (2001) OF Groth, Kelly, Westerbeck and Blick, Treatment of hiv using hyperthermia, 
MENTIONS THAT, RAISING THE CORE TEMPERATURE OF HIV POSITIVE PATIENT AND RETURNING 
THE CORE TEMPERATURE OF THE PATIENT TO NORMAL AT LEAST ONE TIME: 1 . ELIMINATE OR 
REDUCE VMBLE HIV TO AN EXTENT AROUND THREE (3) MONTHS AND 2. RESULT IN AN 
INCREASE IN THE CD8% AROUND ONE MONTH AFTER RAISING THE CORE TEMPERATURE. 
[0079] ACCORDING TO THE MENTIONED INVENTION ONE OF THE MORE PREFERABLY 
EMBODIMENT IT IS WHEN THE CORE TEMPERATURE CAN BE RAISED TO A TEMPERATURE RANGE 
BETWEEN 41 .8 TO 42.2 DE(3(EE CENTIGRADE (107.2 TO 107.9 DEG F), p. 4. 
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[0080] THE CAPSAICIN AS "alkaloid" CAN BE INCLUDED, IN A CLASSMCATION OF EXOGENOUS 
PYROGENS AGENTS, NOT AS A MICROBIAL DRUG. ACCORDING TO Blatteis (1998), pp. 178-179, IT IS 
NOW ESTABLISHED THAT, A FEVER AND THE CORRELATION OF THE SHARP PHASE NOT THERMIC 
ARE NOT INDUCED DIRECTLY BY ORIGINAL PATHOGENS AGENTS, BUT BY ENDOGENOUS 
PYROGENS OR MEDL\TES (CYTOKINES). THE CAPSAICIN BY ITS RELATIVE TOXICITY AT LOW 
CONCENTRATRATIONS, CAN BE RECOGNIZED FOR THE HUMAN ORGANISM AS AN EXOGENOUS 
PYROGEN AGENT WHICH IT HAS A CAPACITY TO STIMULATE PYROGENIC CYTOIONES. ALSO, A 
CAPSAICIN THERMIC EFFECT, IN THIS CASE, AS EXOGENOUS PYROGEN AGENT, IT CAN BE 
STIMULATING FACTOR OF INTERFERON AND OTHERS ENDOGENOUS AGENTS. 

ANTIOXIDANT EFFECT 

[0081] IN A STUDY OF SOME CAPSAICIN CONGENERS SENSORY EFFECTS, Szolcsanyi et al. 1975. p. 
1878, DEFINE THREE (3) FUNDAMENTAL PARTS OF THE CAPSAICIN MOLECULAR STRUCTURE: AN 
ACYL-AMIDE LINK, AN ALKYL CHAIN AND AN AROMATIC RING (PHENOLIC GROUP). Bditz al. 
(1987), p. 175, REVEALS THAT ANTIOXIDANTS CONTAINING A PHENOUC GROUP PLAY A MAJOR 
ROLE IN FOOD. ACCORDING TO Stasch et al. (1970), p. 410, THE CHDLIES POSSESS ANTIOXIDANT 
PROPERTIES, BECAUSE THEY CONTAIN ASCORBIC ACID, TOCOPHEROLS, FLAVONOID 
COMPOUNDS AND PRINCIPLES OF PUNGENCY. RESEARCH ON Cq)sicuin frutescens INFLUENCE, IN 
FROZEN AND STORED MEATS LEAVE NO DOUBT THAT THE CHILIES HAVE SUCH PROPERTIES. 
[0082] ALSO EXPERIMENTS OF Joe et al. 1994, p. 255, DEMONSTRATED THAT lOmcM OF CAPSAICIN, 
FROM RED PEPPmi, COMPLETELY INHIBITED A PRODUCTION OF ANIONS SUPEROXIDES, 
PEROXIDE OF HYDROGEN AND NITRITES BY MACROPHAGES IN VITRO, IN COMPARISON WITH 
OTHERS SPICY SUBSTANCES. HIGHER CONCENTRATIONS OF EUGENOL (FROM CLOVE) AND 
PIPERINE (FROM PEPPER) WERE REQUIRED TO COMPLETELY INHIBIT REACTIVE OXYGEN 
SPECIES. Montagnier (2000), p. 185, MENTIONS THAT IN PATIENTS SUFFERING FROM AIDS, IS NOTED 
A SIGNIFICANT ANTIOXIDANT SHORTAGE AND ALSO AN OXIDATION PRODUCT INCREASE, 
CAUSING A FAST ENZYME COLLAPSE AND A STRESS THAT CAN ACTIVATE A CELLULAR 
APOPTOSIS. SUCH EXPERIMENTS OF Joe et al (1994) FINALLY SHOW THE CAPSAICIN BENEHTS 
IN THE FREE RADICAL INHIBITION. 

ANTIC ANCER EFFECT 

[0083] IN AN ARTICLE OF Zhang et al. (1993), p. 2341, THEY SHOW THAT THE CAPSAICIN INHIBITED A 
TOBACCO SPECIFIC CARCINOGEN [4-(methylnitrosamino)-l-(3-pyridyl)-l-butanone] NNK, PRESENT IN 
THE SMOKE OF THE TOBACCO. Gannett et al. (1990) DEMONSTRATED INTERESTIN<H.Y, THAT THE 
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CAPSAICIN IS CAPABLE TO INHIBIT AN ACTIVITY OF ENZYME (CYP2E1) OF CYTOCHROME P4502E1 
IN THE LIVER, WHICH IT IS RESPONSIBLE FOR A CAPSAICIN CONVERSION TO RADICAL PHENOXY. 
[0084] IN SOME CONCLUSIONS, Surh et al. (1995), p. 1853, CITE WITH CERTAINTY THAT, VARIATIONS 
IN THE RESULTS ON CAPSAICIN MUTAGENIC ACTIVITIES, ARE ATTRIBUTED TO INHIBITION OR 
INDUCTION OF CYP2E1 ACTIVITY BY MODULATORS OF THIS ENZYME, AFFECTING A COMPOUND 
METABOLIC ACTIVATION TO MUTAGENIC SPECIES. ANOTHER CONCLUSION OF THE SAME STUDY 
WAS, THAT A BALANCE BETWEEN ACTIVATION AND DETOXIFICATION, CAN BE CRITICAL IN 
DETERMINING OF A DOSE RELATED TO A CAPSAICIN TOXICITY. AT LOWER DOSES, TOXIC 
METABOLITES, ARE REALLY REMOVED BY CELLULAR NUCLEOPHILES OR VIA ANOTHER 
CONJUGATION REACTIONS THAT INCLUDING SULFATION AND GLUCURONIDATION. IF SUCH 
DEFENSIVE PROCESSES ARE SATURATED BY HIGH DOSAGE OF CAPSAICIN, TOXIC METABOLITES 
WILL ACCUMULATE AND NOXIOUS EFFECTS WILL BE MANIFEST. 

[0085] THE U.S PATENT NUMBER 5,569,673 (Morre et al. 1986), p. 1, Capsaicinoid compounds as proliferation 
inhibitors, AND FOREIGN PATENT NUMBER WO2002067 (Morre D M and Moire JD, 2002), Compositions 
based on vanilloid-catechin syn«B»es for prevention and treatment of cancer, ALSO EVALUATE SOME 
CAPACITIES OF CAPSAICIN AS INHIBITOR OF THE CANCER. CAPSAICIN IS FOUND TO INHIBIT 
GROWTH AT LOW CONCENTRATION. PATENTS BEFORE MENTIONED ARE OF PARTICULAR 
INTEREST DUE TO THAT, HIV PATIENTS SUFFER OF CARCINOGENIC ILLNESSES AS the Sarcoma of 
Kaposi and lymphomas. 

PHYSIOLOGICAL EFFECTS 

[0086] ADDITIONALLY, AND ACCORDING TO U.S PATENT NUMBER 6.022,718, Iwai, et al. 2000, Method 
of producing capsaicin analogues, p. 2, col 1, ARE KNOWN VARIOUS CAPSAICIN EFFECTS USEFUL TO 
LIVING ORGANISMS SUCH AS AN APPETITE PROMOTING, SALIVATION AND INTESTINAL 
PERISTALSIS STIMULATING EFFECT. IT ALSO IS ABLE TO PRODUCE A VASODILATING AND 
VASOCONSTRICTING AND A CIRCULATORY CHOLESTEROL LEVEL REDUCING EFFECT. LIKEWISE 
IT CAN PROVOKE AN ENERGY METABOLISM ENHANCING AND A BIOACTIVE PEPTIDE RELEASE 
STIMULATING EFFECT. 

IMMUNIZATION MECHANISMS 

[0087] IN NON-ALLERGIC PATIENTS TO CAPSAICIN IT IS POSSIBLE TO INDUCE AN IMMUNIZATION 
PROCESS AGAINST HIV. WHEN LOW CONCENTRATIONS AND DOSES OF CAPSAICIN ARE 
ADMINISTERED IN THE BLOOD, INSTEAD OF A LIGHT TOXICITY OR LIGHT ALLERGIC REACTION, 
A PROPHYLAXIS IS PRODUCED INSTEAD. APPARENTLY CAPSAICIN AND ALLERGENS FOLLOW 
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A SAME PATHWAY WHEN THE HUMAN ORGANISM REACTS TO SUCH SUBSTANCES. ACCORDING 
WITH Lunblad et al. (1987), p. 23, IT IS CONCLUDED THAT CAPSAICIN SENSITIVE SENSORY NERVES 
ARE OF IMPORTANCE FOR A HUMAN CUTANEOUS TRIPLE RESPONSE REACTION INDUCED BY 
ALLERGEN EXPOSURE. THUS, SECONDARY RELEASE OF MEDIATORS, AS CGRP OR TACHYKININS 
FROM SENSORY NERVE BRANCHES MAY CONTRIBUTE TO A FLARE AND ITCHING OF THIS 
REACTION. 

[0088] THE FOREIGN PATENT NUMBER JP09249579 (Hiroshi N,1996), Treatment of HIV with antigen of 
pollen or IgE antibody thereto, MENTIONS THAT INTRAVENOUS INJECTION OF A POLLEN ANTIGENIC 
SUBSTANCE SUCH AS Cryptomeria japonica D OR OTHERS SPECIES ARE CAPABLE OF ACTIVATING 
HELPER T CELLS OR B CELLS TO PROMOTE A PROLIFERATION THEREOF. IN HIV PATIENTS 
HELPER T CELLS ARE EXTREMELY REDUCED. THEREBY, THE EXISTENCE OF THE POLLEN 
ANTIGENIC SUBSTANCE OR IgE ANTIBODY WHICH REACTS REVERSIBLY THERETO IS 
OBSTRUCTIVE TO HIV, (see abstract of the invention). 

[0089] THE HEAT LOAD OF CAPSAICIN GENERATED BY DIRECT CONTACT WTTH HIV WILL 
PRODUCE DENATURATION AND FRAGMENTATION OF THE VIRUS. THE FOREIGN PATENT NUMBER 
WO 02/03879, OF Groth et al. (2002) ALREADY MENTIONED, STATES THAT HEAT DAMAGE TO 
NONVIABLE HIV MAY ALSO ACT AS A VACCINE, STIMULATING B-CELLS TO FORM ANTIBODIES 
AND MAY CAUSE T-CELL RESPONSE TO THE SPECIFIC HIV FRAGMENTS OR NONVL\BLE VIRUS, 
FURTHER ENHANCING D4MUNITY, p. 6. 

TEST OF ALmiGIES 

[0090] BEFORE TO AN APPLICATION OF THE TREATMENT WITH CAPSAICIN BY iv. OR im./sc. 
ADMINISTRATION OR PRIOR TO A PRETREATMENT, IT IS NECESSARY TO RECOGNIZE, IF A 
PATIENT IS SENSITIVE OR ALLERGIC TO THE CAPSAICIN AND ITS DERIVATIVES. FOR THIS 
REASON, AN ALLERGY TEST CAN PREVENT AN ANAPHYLAXIS PRODUCED BY THE SUBSTANCE. A 
TEST CALLED "radio-allergosorbent testing" (RAST), CAN DEFINE ITSELF AS THE MOST ADEQUATE, 
SINCE A PATIENT BLOOD SERUM IS COMBINED WITH THE SUBSTANCE, TO DETERMINE IF 
ANTIBODIES GET REACTION. LEVELS OF IMMUNOGLOBULINS IN BLOOD OVER THE NORMAL 
SUGGEST A HYPERSENSITTVITY TO THE CAPSAICIN. 

PRETREATMENT 

[0091] IN MOST OF THE EXPERIMENTS CARRIED OUT IN ANIMALS WITH CAPSAICW BY iv. 
ADMINISTRATION, WITH MODERATE AND HIGH CONCENTRATIONS. IT HAS BEEN REPORTED A 
MANIFESTATION OF A TRL\D OF EFFECTS OR Bezold-Jarisch reflex, HYPOTENSION, BRADYCARDL\ 
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AND APNEA, (Szolcsanyi et al. 1971, p. 260). SOME DOSES AND EFFECTS PRODUCED IN ANIMALS BY 

iv. TREATMENTS ARE: 

1 0.56mg/kg IN MALE MICE. EFFECT: LETHAL IN 50% OF A TRIED ANIMAL POPULATION-LD50 
(Glinsukon et al. 1980, p. 218). 

2. 400mcg/kg IN CATS. EFFECT: HIGHER POST-HYPOTENSION AND A SECOND PERIOD OF APNEA 
(Porszasz et al. 1955, p. 62). 

3. 200mcg/kg IN CATS. EFFECT: BRADYCARDIA, APNEA AND A TENSION REDUCTION BY 46ininhg, IN 
COMPARISON WITH THE PREVIOUS EXPERIMENT (Porszasz et al. 1955, p. 62). 

4. 50mcg/kg IN CATS AND DOGS. EFFECT: FAST FALLEN IN BLOOD PRESSURE, A DROP OF THE 
PULSE AT lOS/min AND 24/inin, WITH SUBSEQUENT TACHYCARDIA AT 160/min; THE PULSE 
RETURNS TO THE NORMAL (Porszasz et al. 1957, p. 190). 

5. lOmcg/kg INDOGS. EFFECT: APNEA, BRADYCARDL\, HYPOTENSION (Palecek et al. 1989, p. 1429). 

6. Imcg or 3mcg/kg IN RATS. EFFECT: REPRODUCED THREE PHASES, INITIAL FALL IN BLOOD 
PRESSURE ACCOMPANIED BY A FALL IN HEART RATE, FOLLOWED BY AN INCREMENT BOTH, 
AND SUBSEQUENTLY A LICaiT AND SUSTAINED INCREMENT OF THE BLOOD PRESSURE (Chahl et 
al. 1987, p. 414). 

[0092] AS rr CAN BE OBSERVED, DOSES OF CAPSAICIN AMONG 3 AND 400mcg/kg REPRODUCE THE 
Bezold-Jarisch reflex, WITH CERTAIN ATTENUATION OF THE EFFECTS, WHEN THE DOSES GET 
LOWER Chahl et al. (1987), p. 415, TRIED WITH DIFFERENT METHODS TO ATTENUATE THE Braold- 
Jarisch reflex (vagal section, atropine injections, hexamethonium, propranolol, phentolamine, and pretreatment with 
capsaicin) ALSO, Makara et al. (1967X pp. 39-42, STUDIED THE PHENOMENON, EXPERIENCING WITH 
CAPSAICINS PRETREATMENT, PRIOR TO INTRAVENOUS TREATMENT WITH THE SAME ONE 
SUBSTANCE. THE RESULTS WERE THE FOLLOWING: 

1 Imcg OF INJECTED CAPSAICIN IN RATS WITH PREVIOUS ANESTHESL\, AND A CAPSAICIN'S 
PRETREATMENT OF lOOmg DURING FOUR DAYS. EFFECT: NORMAL BLOOD PRESSURE AND RATE 
OF THE HEART. (Chahl et al. 1987. p. 415). 

2. 50mcg OF INJECTED CAPSAICIN WITH SLOW INFUSION, DURING A PERIOD OF 12 MINS, WITH 
PREVIOUS ANESTHESIA AND CAPSAICIN'S PRETREATMENT OF lOOmg DURING FOUR DAYS. 
EFFECT: NORMAL BLOOD PRESSURE AND RATE OF THE HEART (Chahl et at. 1987, p. 416). 

3. 18mcg/kg OF INJECTED CAPSAICIN IN RATS, WITH PREVIOUS ANESTHESIA AND A CAPSAICIN'S 
PRETREATMENT AT 4,8, 16 AND 200mg/kg EACH 12 HOURS. EFFECT: SIGNIFICANT INHIBITION OF 
THE Bezold-Jarisch reflex (Makara et al. 1967, pp. 39-42). 

[0093] IT IS SHOWN THAT, CAPSAICIN PRETREATMENT APPLIED IT BEFORE TO iv. TREATMENT 
ATTENUATES THE EFFECTS OF THE SAME SUBSTANCE. A METHOD USED BY Chahl et al. (1987) FOR 
THE PRETREATMENT WAS THAT OF Morton et al. (1980), p. 272. TO ESTABLISH THE CAPSAICIN 
PRETREATMENT IN THIS INVENTION, WILL BE APPLIED BY im./sc. INJECTION WITHOUT 
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ANESTHESIA, TO A PROPORTION 10 TIMES OVER A FIRST iv. DOSE ADOPTED AT Imcg/kg, DURING 
THREE DAYS IN A SAME AREA OF INJECTION FOR APPLYING THE iv. TREATMENT. THUS IT WILL 
BE APPLIED: 2mcg/kg (FIRST DAY), 3mcg/kg (SECOND DAY). AND 5mcg/kg (THIRD DAY). 

INTRAVENOUS TREATMENT 

[0094] CAPSAICIN iv. CONCENTRATION AND THE NERVOUS DESENSITIZATION FACTOR TO THE 
CAPSAICIN ARE DETERMINANTS. FROM THESE VARIABLES DEPEND THE SUBSTANCE P (SP) 
RELEASE, AND THE ADEQUATED STIMULATION OF THE IMMUNE SYSTEM. IN A STUDY OF A 
CAPSAICIN CHEMICAL ISOLATION, DONE WITH THE PURPOSE TO DETERMINE THE MOLECULAR 
STRUCTURE OF THE SUBSTANCE AND ITS PROPERTIES, E.K Nelson (1910), p. 420, INDICATED: A 
DROP OF A SOLUTION OF CAPSAICIN CONTAINING ONE PART IN 100,000 PARTS, CAUSES A 
PERSISTENT BURNING ON THE TONGUE. A DROP OF A SOLUTION OF CAPSAICIN CONTAINING ONE 
PART IN 1,000.000 PARTS. PRODUCES PERCEPTIBLE WARMTH. NINE YEARS LATER IN 1919. NELSON 
CLARIFIED THE FORMULA ABOUT ITS STRUCTURE AND RESOLVED ITS SYNTHESIS (Ndson, 1919, 
1920,1923; Porszasz 1955; Crombie et al. 1955). SUCH INDICATORS PERMIT A CONSTRUCTION OF A 
FUNCTION (FIG.2) BETWEEN THESE CAPSAICIN CONCENTRATIONS AND THE DESENSITIZATION OF 
THE BODY TO THE SUBSTANCE. THE DILUTION OF ONE PART OF CAPSAICIN IN 1,000,000 PARTS OF 
WATER, DENOTES A CONCENTRATION AT Imcg/ml AND THE DILUTION OF ONE PART OF 
CAPSAICIN IN 100.000 PARTS OF WATER, DENOTES A CONCENTRATION AT lOmcg/ml. 
[0095] THE TONGUE IS A PART OF THE BODY EXTREMELY SENSITIVE CONTAINING IT 
ABUNDANCE OF NERVE FIBERS. FOR SUCH REASON THE SENSATIONS OF NELSON. PERCEPTIBLE 
WARMTH (2D) AND PERSISTENT BURNING (2C) ON THE TONGUE ARE ASSUMED FOR THE BLOOD. 
Nagy et al. (1982), p. 3149, MENTIONS THAT SP-NERVOUS FIBERS ARE DENSELY PACKED IN 
BUNDLES AROUND BASAL REGIONS OF THE TASTE BUDS IN RAT TONGUE. ON THE OTHER HAND 
Karrer et al, 1991, MENTIONS THAT, ADDITIONALLY TO THE FOUR CLASSES OF TASTE FOUND ON 
HUMAN TONGUE, THERE IS ANOTHER CHEMICAL DETECTION SYSTEM FOUND IN THE ORAL 
CAVITY, AS WELL AS THE NASAL CAVITY, THE RESPIRATORY TRACT, THE EYE, AND PERHAPS 
EVEN IN NONMUCOUS MEMBRANE SKIN. THIS SYSTEM DETECTS CHEMICAL IRRITANTS, AND 
GENERALLY INDUCES PROTECTIVE REFLEXES, p. 757. AS e g OF THIS CHEMICAL DETECTION 
SYSTEM IT IS POSSIBLE TO MENTION ABOUT the Bezold-Jarisch reflex MANIFESTED IN HUMANS. 
[0096] CAPSAICIN CONCENTRATION CAN BE STUDIED IN RELATION TO THE CAPSAICIN NERVOUS 
DESENSITIZATION. ACCORDINGLY IT IS POSSIBLE TO ASSUME THESE INDICATORS OF 
CONCENTRATION ABOVE MENTIONED IN FUNCTION OF THE SCALE (2A), WHERE: THE NUMBER 1 
VALUE IS EQUIVALENT TO THE SENSATION (2D) AND THE NUMBER 10 VALUE IS EQUIVALENT TO 
THE SENSATION (2C). THESE VALUES CAN BE PLOTTED TO DETERMINE AND STUDY THE 



21 



CHARACTERISTICS OF THE EXISTING FUNCTION. AMONG THE VALUES OF THE SCALE OF 
DESENSrriZATION FROM THE NUMBER 1 VALUE UNTIL 10, WITH REGARD TO THE DILUTIONS (2B) 
OF ONE PART OF CAPSAICIN IN MILLIONS OF PARTS OF WATER. 

[0097] AN IMAGE OF THE FUNCTION (FIG.2), IS A HYPERBOLA WITHOUT LIMIT UP APPARENTLY, 
WHERE f (x) = 1/x and x is higher than 0. IN THE FUNCTION A CENTRAL POINT CAN BE OBSERVED, IT 
IS GIVEN IN THE CONCENTRATION AT Imcg/ml AND THE SENSATION (2D). THIS POINT CAN BE 
CONSIDERED AS A LIMIT WHICH FINISHES WITH A LIGHT DESENSITIZATION TO THE SUBSTANCE, 
AND BEGINS A PROGRESSIVE AND ACCELERATED DESENSITIZATION PROCESS TO THE 
CAPSAICIN. AFTER THIS POINT, THE CAPSAICIN CONCENTRATIONS NOTABLY INCREASE BY A 50% 
FOR EACH 200% OF INCREMENT IN THE DESENSITIZATION, Olmested (1968), p. 139 SHOWS A 
TYPICAL UNBOUNDED MATHEMATICAL FUNCTION, WHERE SUCH FUNCTION CAN BE OBSERVED. 
[0098] ACCORDING TO Holzer (1991), p. 150, THE MOST TYPICAL FEATURE OF CAPSAICIN-INDUCED 
STIMULATION OF PRIMARY AFFERENT NEURONS IS THAT EXCITATION SOON SUBSIDES AND 
THE NEURONS BECOME UNRESPONSIVE TO FURTHER APPLICATIONS OF THE DRUG. BY THIS 
REASON THE SCALES IN THE FIG. 2, 3, AND 4 ARE MEASURED IN AOREEMENT TO THE NERVOUS 
DESENSITIZATION PROCESS. LIKEWISE AND ACCORDING TO B«tistein (1987), p. 96, A 
TACHYPHYLAXIS USUALLY DEVELOPS WITH REPEATED APPLICATIONS OF CAPSAICIN. THIS 
PHENOMENON PRODUCES A DIMINISHED RESPONSE TO LATER INCREMENTS IN A SEQUENCE OF 
CAPSAICIN ADMINISTRATION. WHEN CONCENTRATIONS AND DOSES OF CAPSAICIN INCREASE, 
THE DESENSITIZATION PROCESS GETS HIGHER VALUES, AND THE RELEASE OF SUBSTANCE P (SP) 
BECOME STRONGER AND A RESERVE OF THIS SUBSTANCE START TO DIMINISH. FOR THESE 
REASONS BEFORE MENTIONED, THE TREATMENT OF CAPSAICIN AGAINST fflV IS NEEDED TO 
INCREASE IN CONCENTRATIONS UNTIL THE LIMIT (8mcg/inl), FOLLOWING THE FUNCTION OF THE 
FIG. 2. 

[0099] A E^ITRAVENOUS TREATMENT BY APPLYING CONCENTRATIONS BELOW Imcg/ml DOES NOT 
GUARANTEE AN ADEQUATE RELEASE OF NEUROPEPTIDES BECAUSE, THE PROCESS OF 
DESENSHIZATION IN THIS SECTION OF THE FUNCTION IS NOT SIGNIFICANT (JUST AFFECTS 
10% OF THE PROCESS BELOW lOmcg/ml). LIKEWISE, A TREATMENT OVER 10 mcg/ml (PERSISTENT 
BURNING) IS CONSIDERED A BEGINNING OF NERVE DETERIORATION. 

[0100] A MEDICATION WHICH CONTAINS CAPSAICIN FOR iv. TREATMENT, WILL DEPEND ON A 
SENSniVriY OF A TEST OF HIGH PERFORMANCE LIQUID CHROMATOGRAPHY (HPLC). THIS TEST 
IS SENSiriVE TO TWO (2) PARTS PER MILLION (2mcg/ml). FOR THIS REASON THE CONCENTRATIONS 
OF THE iv. TREATMENT WILL OSCILLATE BETWEEN 2 AND 8mcg/ml OF CAPSAICIN. 

SUBCUTANEOUS OR INTRAMUSCULAR TREATMENT 
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[0101] ACCORDING TO Glinsukon et al. (1980), p. 216, A CAPSAICIN TOXICITY EFFECT MEASURED BY 
LD50 IN MICE IS SIMILAR WHEN THE SUBSTANCE IS ADMINISTERED BY THE FOLLOWING ROUTES, 
sc., im., AND INTRAPERITONEAL (ip ). 

[0102] Im. AND sc. TREATMENT CONCENTRATIONS WERE DETERMINED IN BASE TO THE FUNCTION 
f (x)=l/x. where x is higher than 0. THIS FUNCTION IS OBSERVED IN THE FIG.3. CONCENTRATIONS 
VARY BETWEEN lOmcg/ml AND 80mcg/ml. EXPERIMENTS OF Simone et al. (1989), p. 99, CAN BE TAKEN 
BY REFERENCE TO EVALUATE AN EFFECT OF CAPSAICIN IN HUMANS AFTER INTRADERMAL 
INJECTION. IN THIS EXPERIMENT, USING DOSES BETWEEN 10 AND 100 meg THE AREA OF 
HYPERALGESL\ GREW TO REACH A MAXIMUM WITHIN 5 AND 7 min FOLLOWING THE INJECTION 
AND GRADUALLY DECREASED, DISAPPEARING IT WITHIN 15 AND 137 min, RESPECTIVELY. 

TOPICAL TREATMENT 

[0103] CAPSAICIN TOPICAL MEDICATION HAS BEEN STUDIED BY Adekunle et al. (1995), p. 3, col 4, IN 
U.S. PATENT NUMBER 5,431,914, Method of treating an internal condition by external application of capsaicin 
without the need for systemic absorption. IN SUCH METHOD OF PARTICULAR INTEREST THE 
MEDICATION IS APPLIED TO THE SKIN AND ACTS AT A SITE DISTANT. EXTERNAL APPLICATIONS 
OF CAPSAICIN STIMULATE SENSITIVE PRIMARY AFFERENT NERVES IN THE SKIN WHICH LEAD TO 
SPINAL CORD SEGMENTS AFFECTING CERTAIN INTERNAL ORGANS. THIS METHOD MAY BE 
APPLIED TO THE AREA OF THE SKIN AFFECTING THE THYMUS TO STIMULATE PROLIFERATION OF 
LYMPHOCYTES DST COMBINATION WITH SYSTEMIC EFFECT OF CAPSAICIN ABSORPTION. 
NEVERTHELESS ITIS A MATTER THAT REQUIRES FURTHER INVESTIGATION. SAME DOSES AND 
CONCENTRATIONS AS IN im./sc. TREATMENT MAY BE USED BY RUBBING A CREAM OR SOLUTION 
OR UTILIZING PATCHES. 

VELOCITY OF ADMINISTRATION 

[0104] THE VELOCITY OF ADMINISTRATION OF THE CAPSAICIN, HAS A GREAT IMPORTANCE IN AN 
ATTENUATION OF THE TRIAD OF EFFECTS PRODUCED BY THE SUBSTANCE (BRADYCARDIA, 
HYPOTENSION AND APNEA). IN A EXPERIMENT OF Schertel et al. (1986), p. 1237, THEY TRIED TO 
EVALUATE SOME EFFECTS OF THE CAPSAICIN, IN THE RESPIRATORY SYSTEM OF DOGS, 
PREVIOUSLY SUBMITTED TO GET ANESTHESIA WITH CHLORALOSE, AT 80-100 mg/kg. A CAPSAICIN 
INJECTED IN A RANK OF DOSES AT 0.5-20mcg/kg INDUCED EQUIVALENT OF APNEA, FOLLOWED BY 
A FAST SUPERFICIAL RESPIRATION. A VARIATION OF THE CAPSAICIN ADMINISTRATION SPEED 
TO A RATE AT 10-20mcg/kg/min, PROVOKED A FAST SUPERFICIAL RESPIRATION, BUT WITHOUT 
APNEA. THIS EVIDENCED THAT, VARYING THE CAPSAICIN VELOCITY ADMINISTRATION 
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CONTRIBUTED TO ATTENUATE THE TRIAD OF EFFECTS. FOR A PRACTICAL APPLICATION OF THE 
CAPSAICIN ADMINISTRATION SPEED, FIRST HALF OF DOSES WILL BE INJECTED AT LEAST TO A 
RATE AT Imiymin, AND REMAINDERS OF THE DOSES AT A RATE OF lml/30seg, FOR iv. AND irnVsc. 
TREATMENTS. 

DIGESTIVE TREATMENT 

[0105] SOME DOSES APPLIED IN SOME EXPERIMENTS WHICH THEY HAVE BEEN TREED BEFORE, 
DEFINE A FRAMEWORK OF REFERENCE ABOUT THE EFFECT IN THE DIOTSTTVE SYSTEM IN 
HUMANS AND ANIMALS, TOWARD THE CAPSAICIN: 

1. CAPSAICIN INCREASES A GASTRIC ACID SECRETORY RATE, SIGNIFICANTLY AND 
PROGRESSIVELY, WITH INCREASING DOSES OF CAPSAICIN, IN RATS. ACID SECRETORY RESPONSE 
REACHED A MAXIMUM CAPSAICIN DOSE AT lOOOmcg/kg. HIGHER DOSES CAUSED A REDUCTION 
OF ACID OUTPUT (Limlomwongse et al. 1979, pp. 773-775). 

2. CAPSICUM SOLUTION ELABORATED WITH 3grs OF DRY POWDERED CAPSICUM IN 30ml OF 
WATER (lOOOmcg/ml, with 1% CAPSAICIN), GENERATED MUCOSAL EDEMA, HYPEREMIA AND 
HEMORRHAGIC SPOTS IN THE STOMACH IN HUMANS (Viranuvatti et al. 1972, pp. 225-226). 

3. 1.25grs OF CHILIES IN 30nil OF WATER (416mcg/inl, with 1% CAPSAICIN), CAUSED A MODERATED 
HYPEREML\ ACCORDING TO GASTROSCOPIC DL^GNOSIS IN HUMANS (Schneider et al. 1956, p.727). 
4. 140mcg/ml OF CAPSAICIN CAUSED AN INHIBITORY EFFECT OF INTESTINAL GLUCOSE 
ABSORPTION IN RATS IN VITRO (Monsereenusom et al. 1979, p. 393). 

[0106] TEIESE EXPERIMENTS CLEARLY INDICATE TWO POINTS OR LIMITS IN THE FUNCTION OF 
DESENSmZATION TO THE CAPSAICIN, WITH REGARD TO THE CONCENTRATION OF THE 
SUBSTANCE SHOWED IN THE FIG.4. THESE POINTS ARE lOOOmcg/ml (1:1 ,000) AND lOOmcg/ml 
(1:10,000). THE CONCENTRATION AT lOOOmcg/ml, CORRESPONDS TO THE SENSATION (4C) IN 
STOMACH, AND THE CONCENTRATION AT lOOmcg/ml, CORRESPONDS TO THE SENSATION (4D) IN 
STOMACH. 

[0107] FOR THE DIGESTIVE TREATMENT WITH CAPSAICIN, IT WILL BE APPLIED CONCENTRATIONS 
OSCILLATING IN A RANGE BETWEEN 100 AND 450mcg/gr OF CAPSICUM SP. 

POTENCY OF CAPSAICIN 

[0108] AN ACTION OR EFFECT OF THE CAPSAICIN AT ITS THREE DIFFERENT LEVELS HAS ITS 
EQUIVALENT VALUES OF CONCENTRATIONS AND SENSATIONS, ACCORDING TO THE FIG 2, 3, AND 
4, AND THE FOLLOWING STATEMENTS: 
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1. THE SENSATION (2D) PERCEPTIBLE WARMTH IN BLOOD FOR iv. LEVEL, AT THE 
CONCENTRATION OF ONE PART OF CAPSAICIN IN 1,000,000 PARTS OF WATER (Imcg/ml) IS 
EQUIVALENT TO THE SENSATION (3D) FOR im./sc. LEVEL AT ONE PART OF CAPSAICIN IN 
100,000 PARTS OF WATER (lOmcg/ml), AND IT IS EQUIVALENT TO THE SENSATION (4D) FOR ig. 
LEVEL, AT ONE PART OF CAPSAICIN IN 10,000 PARTS OF WATER (lOOmcg/ml). 

2. THE SENSATION (2C) PERSISTENT BURNING IN BLOOD FOR iv LEVEL, AT THE 
CONCENTRATION OF ONE PART OF CAPSAICIN IN 100,000 PARTS OF WATER (lOmcg/ml) IS 
EQUIVALENT TO THE SENSATION (3C) FOR im./sc. LEVEL AT ONE PART OF CAPSAICIN IN 10,000 
PARTS OF WATER (lOOmcg/ml), AND IT IS EQUIVALENT TO THE SENSATION (4C) FOR ig. LEVEL. 
AT ONE PART OF CAPSAICIN IN 1.000 PARTS OF WATER (lOOOmcg/ml). 



[0109] THIS REVEALS THAT AN ACTION OF THE CAPSAICIN FOR iv. LEVEL, IT HAS 10 TIMES MORE 
POTENCY THAN THE ACTION OF THE SUBSTANCE FOR im./sc. LEVEL. AND 100 TIMES MORE 
POTENCY THAN AN ACTION OF THE SUBSTANCE FOR ig. LEVEL. 

[01 10] Glinsukon et al. (1980), p. 218, SCHEME IT WHAT WAS BEFORE MENTIONED, PROPORTIONS OF 

CAPSAICIN AVERAGE LETAL DOSES (LD50) IN MICE ARE ADJUSTED IN APPROXIMATED WAY 

TO PROPORTIONS OF CONCENTRATIONS REFERRED ACCORDING TO THE POTENCY OF CAPSAICIN: 



GLINSUKON EXP PROPORTIONS 
iv. adm O.Smg/kg 1 
sc. adm S.Smg/kg 17:1 
ig. adm 67mg/kg (190ing/kg) 134:1(380:1) 



DEVASTATING TREAT PROPORTIONS 
Imcg/ml (lOmcg/ml) 1 
lOmcg/ml (lOOmcg/ml) 10:1 
lOOmcg/ml (lOOOmcg/ml) 100:1 



[01 1 1] AS IT CAN BE OBSERVED IN HG. 2, 3, AND 4, THE DESENSITIZATION TO THE CAPSAICIN 
INCREASES FROM THE iv. LEVEL TO ig. LEVEL. THE CAPSAICIN IS MORE INSENSITIVE IN STOMACH 
THAN IN BLOOD. THIS PHENOMENON IS IN AGREEMENT WITH THE RESEARCHES OF Franco et al. 
(1979) and Holzer et al. (1980), ALREADY MENTIONED. VALUES OF DESENSITIZATION SCALE 
INCREASE BECAUSE MORE SUBSTANCE P (SP) IS RELEASED, THUS AN INJECTED ORGANISM WITH 
CAPSAICIN GETS NEWER ANALGESICS STAGE AND SENSITIVITY TO THE CAPSAICIN DECREASES. 



CONCENTRATIONS 



[0112] CONCENTRATIONS INCREASE BY FOLLOWING TO THE HGS 2,3 AND 4. THUS 
RECOMMENDED CONCENTRATIONS OF CAPSAICIN TO APPLY ACCORDING TO PHYSICL\N 
CRITEIUAL FOR iv., im./sc. AND ig. TREATMENTS ARE: 



25 



No iv. CONCENTRATION No irnVsc. CONCENTRATION No ig. CONCENTRATION 





(mcg/ml) 




(mcg/ml) 




(mcg/gr) 


1 


2.0 


1 


10 


1 


100 


2 


2.5 


2 


15 


2 


125 


3 


3.0 


3 


20 


3 


150 


4 


3.5 


4 


25 


4 


175 


5 


4.0 


5 


30 


5 


200 


6 


4.5 


6 


35 


6 


225 


7 


5.0 


7 


40 


7 


250 


8 


5.5 


8 


45 


8 


275 


9 


6.0 


9 


50 


9 


300 


10 


6.5 


10 


55 


10 


325 


11 


7.0 


11 


60 


11 


350 


12 


7.5 


12 


65 


12 


375 
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DOSACffi 

[01 13] Szolcsanyi et al. (1975), p. 1878, RESEARCHED CAPSAICIN POTENCY AS AN alkaloid, AMONG 
FIFTY (50) SPICY CONGENERS AND DERIVATIVES, THEY FOUND THAT CAPSAICIN, IS BY FAR 
THE STRONGEST PUNGENT AGENT. TOXICITY OF CAPSAICIN IS EXALTED AT HIGH DOSES (mg/kg), 
AND INHIBITED AT LOW DOSES RISING ITS THERAPEUTIC FACULTIES. 

[01 14] ACCORDING TO Monsereenusom (1983), p. 106, IN SOME TROPICAL COUNTRIES (jmiA AND 
THAILAND) THE DAILY INTAKE OF CAPSICUM FRUIT IS BETWEEN 0.5-l.Omg/kg BODY WEIGHT. 
[01 15] THESE DOSES CONSUMED IN LARGE QUANTITIES CAN BE CONSIDERED AS MAXIMUM 
DOSES AT DIGESTIVE LEVEL. IN AGREEMENT WITH THE POTENCY OF CAPSAICIN, DOSES 
BETWEEN 0.5-1 Omg/kg AT DIGESTIVE LEVEL ARE EQUIVALENT TO DOSES BETWEEN 5-lOmcg/kg AT 
INTRAVENOUS LEVEL. 

[01 16] THE CAPSAICIN DOSAGE FOR iv. AND im./sc. TREATMENT WILL OSCILLATE BETWEEN 
Imcg/kg AND 7-8mcg/kg. FOR THE ig. TREATMENT THE DOSAGE WILL OSCILLATE BETWEEN 
lOOmcg/kg AND 450mcg/kg. DOSES FOR iv. AND im./sc. TREATMENTS ARE EQUALS BECAUSE OF THE 
FEASIBLE VOLUMES TO BE INFUSED. 

[01 17] A STANDARD DOSAGE FOR iv. , im./sc. AND ig. TREATMENTS IT IS AS FOLLOWS: 
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No im./sc. DOSES 
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OBTAINING OF THE CAPSAICIN AND PREPARATION OF THE INFUSES. 

(0118] TO OBTAIN THE CAPSAICIN FOR A PREPARATION OF THE INFUSES, THE SUBSTANCE WILL 
BE REQUESTED FROM SICMA-ALDRICH LABORATORIES. LOCATED IN ST LOUIS, MO., USA. THESE 
LABORATORIES PRODUCE CAPSAICIN WITH 97% OF PURITY. 

[01 19] A PROCEDURE TO OBTAIN CAPSAICIN ACCORDING TO A STANDARD TECHNIQUE IT USES 
FRESH CHILES WHICH ARE SLICED, DRIED IN A TRAY WITH AIR AT 140 DEGREES FAHRENHEIT, 
AND GROUND TO PASS THROUGH A THIRTY-MESH SCREEN. THE POWDER IS TREATED WITH A 
SOLVENT; FOR A WATER-SOLUBLE PREPARATION, ETHANOL IS THE USUAL SOLVENT. RESIDUAL 
MATEIUALS ARE ELIMINATED. AFTER THIS PROCEDURE IS COMPLETE. THE SOLVENT IS 
REMOVED FROM CAPSAICINOIDS BY DISTILLATION OR BY ANY OF A KNOWN CONVENTIONAL 
METHOD. 

[0120] THE INFUSES WILL CONTAIN CAPSAICIN, WITH THE RECOMMENDED CONCENTRATIONS, 5- 
10% OR LESS OF ETHANOL TO DILUTE CAPSAICIN; 5-10% OF polyoxyenthylenesorbitan monooleate ALSO 
CALLED TWEEN.RTM.80 TO BE USED AS EMULSIFIER, SURFACTAOT, STABILIZER AND 
DISPERSANT; AND DISTILLED WATER TO COMPLETE A VOLUME OF INFUSES. THE INFUSES ALSO 
CAN BE PREPARED WITH SALINE ISOTONIC SOLUTION WITH 0.9% OF SODIUM CHLORIDE (Nacl) 
INSTEAD DISTILLED WATER. 
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[0121] CAPSAICIN AS WAS ABOVE POINTED OUT IS MORE SOLUBLE IN ALCOHOL AND OILS THAN 

WATER. 

[0122] PREPARATIONS OF THE INFUSES MUST BE DONE WITH A GUARANTEE THAT THEY WILL 
HAVE THE RECOMMENDED CONCENTRATIONS. FOR IT, THE INFUSES WELL BE SUBMITTED TO A 
TEST FOR A VERIFICATION OF THE CAPSAICIN CONCENTRATION REQUIRED, WHICH IT CAN 
BE CARRIED OUT BY HPLC AND USING A SPECTROFLUORIMETER. 

[0123] CAPSAICIN iv. AND im./sc. ADMINISTRATION WILL BE CARRIED OUT THROUGH OF A 
MAXIMUM NUMBER OF 13 HIGH VOLUME INFUSES (HVI), AND 15 LOW VOLUME INFUSES (LVI). 
LVI INCREASE ITS VOLUME UNTIL 4 OR 5ml, WHILE THAT HVI INCREASE ITS VOLUME UNTIL 75ml. 
CAPSAICIN ig. ADMINISTRATION WILL BE SUPERVISED THROUGH A CONSUMPTION OF CAPSICUM 
SP FRUITS OR INGESTION OF CAPSULES. 

EXAMPLE OF A PREFERRED EMBODIMENT 

[0124] PREPARATION OF ONE LITER AND MORE OF THE FIRST INFUSE AT THE CONCENTRATION OF 
2mcg/ml OF CAPSAICIN FOR THE iv. TREATMENT IS MADE BY MIXING ETHANOL, TWEEN.RTM.80, 
AND SALINE ISOTONIC SOLUTION TO OBTAIN THE FOLLOWING PROPORTIONS OF A 
PHARMACEUTICAL ACCm»TABLE CARRIER (v/v): 

5% ETHANOL (diluent) 

10% TWEEN.RTM.80 (emulsifier) 

85% SALINE ISOTONIC SOLUTION (second diluent) 

PROCEDURE TO PREPARE THE PREFERRED EMBODIMENT. 

[0125] 

1 . ELABORATION OF A CAPSAICIN PRIME SOLUTON BY USING AN AMOUNT OF 1 Og OF CAPSAICIN 
97% PURITY (molecular weight 305.4) AND 50 ml OF ETHANOL 95%, WHICH ARE MIXED UNTIL 
CAPSAICIN IS DISOLVED. 100ml OF TWEEN.RTM.80 ARE ADDED TO SUCH SOLUTION UNTIL 
CAPSAICIN IS EVENLY DISPERSED. 850ml OF DISTILLED WATER ARE MIXED TO THE PRIME 
SOLUTION, WHICH IT IS AGITATED. THIS RESULTING PRIME SOLUTION WILL CONTAIN A 
CONCENTRATION AT Img/ml. OF CAPSAICIN. 

2. ELABORATION OF A CARRIER SOLUTION WITHOUT CAPSAICIN BY MIXING 50ml OF ETHANOL, 
lOOml OF TWEEN.RTM.80 AND 850ml OF SALINE ISOTONIC SOLUTION WHICH IT IS AGITATED. 

3. FROM THE PRIME SOLUTION IT IS EXTRACTED 3ml, BEING IT DILUTED IN 997ml OF THE CARRIER 
SOLUTION. THIS INFUSE SOLUTION WILL APPROXIMATELY CONTAIN 3mcg/ml. 
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4. THE INFUSE SOLUTION IS SUBMITTED TO A TEST OF HPLC TO DETERMINE A CONCENTRATION 
OF CAPSAICIN. 

5. AFTER OF KNOWING SUCH EXACT CONCENTRATION, A VOLUME OF THE INFUSE SOLUTION IS 
INCREASED BY USING THE CARRIER SOLUTION TO RECTIFY THE CONCENTRATION AT 2mcg/inl. 
THUS IT IS OBTAINED A FINAL INFUSE SOLUTION. 

6. FROM THAT FINAL INFUSE SOLUTION IT IS EXTRACTED A REQUIRED VOLUME ACCORDING TO 
THE FIRST DOSE FOR THE iv. TREATMENT AT Imcg/kg OF BODYWEIGHT. 

7. FOR A 50 KG-PATIENT IT IS NECESSARY A INFUSE VOLUME OF 25ml (6.5 mcM) TO BE INJECTED 
BY iv. ADMINISTRATION WITHOUT ANESTHESL\. THUS ONE HIV PATIENT WILL FEEL DURING 
SUCH INFUSED INJECTION A SENSATION OF PERCEPTIBLE WARMTH. 

CAPSICUM EXTRACT INFUSES 

[0126] CAPSICUM EXTRACT HAS A BIGGER POWER OF HEALING THAN CAPSAICIN OWING TO 
SEVERAL COMPOUNDS CONTAINED IN THE EXTRACT THAT ACT BY SYNERGETIC MECHANISMS. 
OTHER NATURAL CHEMICALS COMPOUNDS FOUNDED IN THE EXTRACT SUCH AS PIPERINE, 
PIPERIDINE, PIPERYLINE, PIPERETTINE, PIPEROLEIN A AND B, AND PIPERANINE HAVE A MINOR 
DEGREE OF PUNGENCY THAN CAPSAICIN AND DIHYDROCAPSAICIN. THIS METHOD INTENT TO 
DETERMINE A TOTAL DEGREE OF PUNGENCY OF THE EXTRACT IN SCOVILLE UNITS (SU) FOR 
ESTABLISHING AN EQUIVALENCE WITH A DEGREE OF PUNGENCY OF CAPSAICIN INFUSES IN iv. 
AND im./sc. TREATMENTS. ACCORDING TO THE National Institute of Justice (1995). p. 1 1, table 4. IN THE 
Preliminary investigation of oleoresin capsicum, SAMPLES WITH CAPSAICIN AND COMPOUNDS RELATED, 
ANALIZED BY LIQUID CHROMATOGRAPHY WFTH MASS SPECTOMETRIC DETECTION, SHOWS 
CAPSAICINOIDS CONCENTRATION AT (mg/g) AND ITS (SU) AT (ml/g). THIS INFORAMATION 
PERMITTED TO CALCULATE (SU) OF CAPSAICINOIDS FOR Imcg/ml (Ippm). IT RESULTED AT (16 SU). 
DeWitt (1999), p. 244, CONFIRMS IT m ABOUT 30 SU FOR 2 mcg/ml (2ppm) OF CAPSAICIN. 
[0127] A GENERAL PROCEDURE COVERS THE FOLLOWING STEPS: 

1. APPROXIMATELY lOOgr OF FRESH PLANT TISSUES OF CHILIES ARE WASHED AND SOAKED IN 
DISTILLED WATER AND BEING DRIED. 

2. FRUITS ARE THEN CHOPPED AND GROUND INTERMITTENTLY IN A BLENDER UNTIL A 
HOMOGENOUS LIQUID AND SOLID MATERIAL IS OBTAINED. 

3. THIS MATERIAL IS STRAINED TO DISCARD SOLID MATTER. 

4. THE FILTRATE IS CENTRIFUGED AT 4 DEGREES CENTIGRADE FOR 30min. THE SUPERNATANT IS 
COLLECTED AND RECENTRIFUGED. 

5. THE FINAL SUPERNATANT IS TESTED BY HPLC TO DETERMINE PUNGENCY AND 
CONCENTRATION OF CAPSAICINOIDS AND OTHER CHEMICAL COMPOUNDS AND ESTIMATE THE 
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TOTAL AND GENERAL PUNGENCY OF THE EXTRACT. THE HPLC PROCESS DISSOLVES A SAMPLE 
IN ETHANOL SATURATED WITH SODIUM ACETATE AND SPARATES OUT CHEMICAL COMPOUNDS, 
WHICH THEY ARE ANALIZED WITH A SPECTROFLUORIMETER THAT MEASURES THE 
CONCENTRATION IN PARTS PER MILLION (ppm), WHICH IT IS THEN CONVERTED TO (SU). 

6. STERILIZE BY HEATING THE EXTRACT INSIDE A LARGE TEST TUBE, WHICH MAY BE PLACED 
INTO A BOILING WATER BATH. THE EXTRACT IS SWIRLED EVERY 5min AND PLACED ON ICE OR IN 
REFRIGERATION CONDITIONS AFTER 20min OF HEATING 

7. A CARRIER SOLUTION IS PREPARED BY CONTAINING JUST DILUENTS AS ABOVE MENTIONED 
FOR CAPSAICIN INFUSES PREPARATION. 

8. DILUTING AN ALIQUOT OF THE EXTRACT BY USING THE CARRIER SOLUTION UNTIL 32 (SU), 
WHICH IT IS THE PUNGENCY OF THE iv. FIRST INFUSE. IT MAKE POSSIBLE THE EQUIVALENCE 
REFERRED. 

9. PRESERVE CAPSICUM EXTRACT INFUSES AFTER THEY ARE PREPARED IN SEALED CONTAINERS 
AND REFRIGERATION CONDITIONS. 

STEPS 1 TO 4 WERE TAKEN FROM THE METHOD OF Cichewicz et al. 1996, p.62. 
NON-TOXIC EFFECT OF TWEEN.RTM,80 AND ETHANOL 

[0128] BECAUSE OF A USE OF TWEEN.RTM.80 AS A DISPERSANT FOR THE MEDICATION IN THIS 
INVENTION, n IS HEREIN MENTIONED IN ORDER TO DETERMINE ITS POSSIBLE TOXIC EFFECT BY 
AN iv. OR iin./sc. TREATMENT. TWEEN 80 WAS EVALUATED FOR POTENTL\L TOXICITY IN A 
REPORT OF 1992 DENOMINATED, Developmental toxicology of polyoxyethylene sorbitan monooleate (CAS # 
9005-65-6) in sprague-dawley cd rats, p. 1, abstract. IN SUCH EXPERIMENT, PREGNANT RATS WERE 
EXPOSED TO 0, 500 OR 5000mg/kg/day OF TW80, CONCLUDING THAT, NO DOSE-RELATED SIGNS OF 
TOXICITY WERE OBSERVED FOR INDIVTOUAL ANIMALS DURING THE IN-LIFE PHASE OF THE 
STUDY OR AT SCHEDULED NECROPSY, 

[0129] LIKEWISE, ETHANOL HAS A TOXIC EFFECT ACCORDING TO THE AMOUNT THAT IS 
ABSORBED OR COMSUMED. IN AGREEMENT TO A REPORT, Chemical of the week-ethanol, pp. 1-2, OVER 
90% OF IT IS PROCESSED BY THE LIVEK IN THE LIVER, THE ALCOHOL DEHYDROGENASE ENZYME 
CONVERTS ETHANOL INTO ACETALDEHYDE WHICH IS DESTROYED ALMOST IMMEDIATELY BY 
THE ALDEHYDE DEHYDROGENASE ENZYME, WHICH CONVERTS IT TO ACETATE IONS. 1 OUNCE 
SHOT OF 100-PROOF WHISKEY, WHICH CONTAINS 0,5 FLUID OUNCES OF ETHANOL (ABOUT 15ml), 
is DILUTED 5000-FOLD EST A 150 POUND HUMAN, PRODUCING A 0,02% BLOOD ALCOHOL 
CONCENTRATION. A 0.05% IT STARTS TO PRODUCE A MEASURABLE MENTAL IMPAIRMENT. 
[0130] AN INFUSE OF 25ml AS CALCULATED IN THE PREFERRED EMBODIMENT ONLY CONTAINS 
AN AMOUNT OF 1 .25ml OF ETHANOL IF IT IS INTRODUCED A CONCENTRATION OF 5% OF ETHANOL 
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IN THE PHARMACEUTICAL CARRIER. IT IS NOT CONSIDERED RISKY AND SIGNIFICANT. 
DURATION OF THE TREATMENT 

[0131] THE iv. AND THE im./sc. ADMINISTRATION WILL HAVE A DURATION OF 26 DAYS FOR i.v. 
TREATMENT AND 30 DAYS FOR iin./sc. TREATMENT. EACH DOSE WILL BE ADMIMSTERED 
LEAVING TO THE PATIENT, AT LEAST ONE DAY OFF TO REST BETWEEN TWO DOSES. THE 
TREATMENT MUST BE HANDLED IN OPENING A2vlD FLEXIBLE FORM, ACCORDING TO A MEDICAL 
CRITERIAL AND SIDE EFFECTS OF THE CAPSAICIN. 

FREQUENCY OF THE TREATMENT 

[0132] AFTER A PATIENT HAS RECEIVED THE CAPSAICIN ADMINISTRATION BY A PERIOD OF A 
MONTH, MUST BE LEFT IN RESTING AT LEAST FOR 30 DAYS CONSECUTIVE. IN AGREEMENT WITH 
Monsereenusom et al. (1982), p. 329, THE RECOVERY OF THE DESENSITIZATION IS UNIFORMLY SLOW 
AND IT IS NOT COMPLETE EVEN AFTER 60 DAYS. THIS ASSERTION MENTIONED, IS PERTINENT 
FOR CAPSAICIN ADMINISTRATION AT HICHI CONCENTRATION. 

SIDE EFFECTS 

[0133] SOME SIDE EFFECTS OF THE CAPSAICIN, AS MUCH AS BY iv. AND im./sc. ADMINISTRATION 
ARE: SWEATING, MODERATED DECREASE IN LEVELS OF GLUCOSE IN BLOOD, LIGHT DECREASE 
IN CORPORAL TEMPERATURE, HEADACHES AND NASAL SECRETION LIKE A PRODUCT OF 
HISTAMINE INCREASE. AND MOMENTARY DECREASE IN CARDIAC RATE AND ARTERL\L 
PRESSURE. IT IS ESTEEMED THAT SUCH EFFECTS WILL BE ATTENUATED BY APPLYING THE 
PRETREATMENT. 

[0134] HOWEVER, DURING AN IMPLEMENTATION OF THE TREATMENT IS NECESSARY A 
CONSTANT INSPECTION AND EXAMINATION OF: TEMPERATURE, ARTERIAL PRESSURE, CARDIAC 
RATE, LEVEL OF GLUCOSE, HISTAMINE AND CONSUMPTION OF LIQUIDS BY THE PATIENT. RISKS 
OF THE iv. TREATMENT ARE MINIMUM, IN FACT LETAL DOSE IN RATS IS GIVEN AT 500mcg/kg 
(0.5mg/kg). IN THIS INVENTION A MAXIMUN DOSE IS AROUND 7-8mcg/kg. ALTHOUGH THE RISK IS 
MINIMUM, ATROPINE IS CONSIDERED A SUBSTANCE WHICH IT IS ABLE TO COUNTERACT THE 
EFFECT OF CAPSAICIN (Chahl et al. 1987, pp. 414-415). 

[0135] SOME SIDE CAPSAICIN EFFECTS ARE CONSIDERED BENEFICIAL TO CONTROL HIV. LIGHT 
HYPOTHERMIA AND HYPOTENSION ARE FACTORS TO INHIBIT fflV REPLICATION. LIGHT 
TOXICITY AT LOW CAPSAICIN DOSES AND CONCENTRATIONS IS A FACTOR TO ACTIVATE 
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IMMUNIZATION MECHANISMS. FURTHERMORE, MOMENTARY CHANGES IN CARDIAC RATE AND 
ARTERIAL PRESSURE ARE FACTORS OF A SANGUINEOUS STIMULATION, DeWTTT (1998). 



OPERATION OF THE TREATMENT 



[0136] THE OPERATION OF THE TREATMENT SYSTEM FOR HIV, WILL MAINLY DEPEND ON THE 
PATIENTS CONDITIONS AND ON THE ADVANCE STAGE OF THE ILLNESS. PATIENTS THAT HAVE 
BEEN DETECTED WITH THE ILLNESS IN ITS EARLY OR PRIMARY PHASE CAN BE SUBMITTED TO 
THE iv. TREATMENT, APPLYING PREVIOUSLY THE PRETREATMENT WITH CAPSAICIN. PATIENTS 
THAT HAVE BEEN DETECTED TM ITS INTERMEDLVTE PHASE OR ASYMPTOMATIC PERIOD CAN BE 
SUBMITTED TO THE im./sc. TREATMENT. LIKEWISE, PATIENTS DETECTED IN THE FINAL PHASE OR 
FULL BLOWN MUST BE INTTL^LLY SUBMITTED TO THE ig. TREATMENT. 

[0137] THE FOLLOWING PROGRAM OF TREATMENTS HAS BEEN DESIOffiD ACCORDING TO THE 
STAGE OF HIV ON EACH PATIENT. AND IT SHOWS A SEQUENCE OF TREATMENTS TO FOLLOW: 



TREATMENTS PRIMARY PHASE ASYMPTOMATIC PERIOD FULLBLOWN 

1 PRETREATMENT iin./sc. ADMIN ig. ADMIN 

2 iv. ADMIN PRETREATMENT im./sc. ADMEN 

3 - iv. ADMIN PRETREATMENT 

4 - - iv. ADMIN 



[0138]. DURING THE ADMINISTRATION OF THE SUBSTANCE MUST OBSERVED, ONCE INJECTED 
THE INFUSES, THE EFFECTS REFLECTED BY THE PATIENT. THE INICL\L DOSES WILL PRODUCE 
CERTAIN EFFECTS, AND EnTCREMENT OF THE DOSES WILL PRODUCE AN ATTENUATION OF SUCH 
EFFECTS BECAUSE DESENSmZATION TO THE CAPSAICIN IS PROVOKED. 

[0139] PATIENTS THAT HAVE BEEN DETECTED IN THE FINAL PHASE OF THE ILLNESS, MUST BE 
SUBMITTED TO THE ig. TREATMENT TO COUNTERACT OPPORTUNISTIC ILLNESSES RELATED TO 
THE DIGESTIVE SYSTEM, AND LATER TO THE im./sc. TREATMENT. FINALLY THE PHYSICIAN CAN 
OPT FOR THE iv. TREATMENT. THIS PROCEDURE ALSO CAN BE APPLIED TO PATIENTS DETECTED 
IN THE INTERMEDDVTE PHASE. 

[0140] CAPSAICIN CONCENTRATION APPLIED AT ITS LOWEST LEVEL IT WILL NOT REQUIRE 
PREVIOUS ANESTHESIA IN ANY OF TREATMENTS BECAUSE A SENSATION FELT BY PATIENT AT 
THIS CONCENTRATIONTTTS DEFINED LIKE PERCEPTIBLE WARMTH. AN USE OF ANESTHESIA IT 
WILL DISTORT A TREATMENT IN RELATION TO A SUDDEN AND INADEQUATE RELEASE OF 
NEUROPEPTIDES. 

[0141] THE im./sc. TREATMENT DOES NOT REQUIRE THE PRETREATMENT WITH CAPSAICDSI. 
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[0142] TO ESTIMATE HOW THE TREATMENT WITH CAPSAICIN CONTROLS HIV, IS NECESSARY TO 
USE A METHOD FOR MONITORING THE EFFECTIVENESS OF CAPSAICIN IN EACH PATIENT 
THROUGH A TEST OF LYMPHOCYTES T4. BY THIS WAY THE PHYSICLW CAN OBSERVE A 
CLINICAL PROGRESSION OF HIV INFECTION AND ITS RESPONSE TO THE CAPSAICIN, TO MAKE 
DECISIONS IN THE TREATMENT. 

MACROPHAGES PROLIFERATION CONTROL 

[0143] IT IS IMPORTANT TO GET SUPPORT ABOUT A METHOD OF MODULATION OF MACROPHAGE 
PROLIFERATION, BECAUSE CAPSAICIN iv. TREATMENT MAY INCREASE PROLIFERATION OF 
MACROPHAGES AND PHAGOCYTOSIS. 

[0144] A CONTROL OF MACROPHAGE PROLIFERATION HAS BEEN CONSIDERED EST A FOREIGN 
PATENT NUMBER WO 99/21542 OF Mcgrath, 1999, Methods for modulating macrophage proliferation using 
polyamine analogs. 

[0145] ACCORDING TO Mcgrath, 1999, RESULTS OF AN EFFECT OF ONE POLYAMINE ANALOG 
(DEHOP) ON PROLIFERATING MACROPHAGES FROM THE BLOOD OF FOUR PATIENTS WITH AIDS 
DEMENTIA ARE SHOWN IN p. 1 AND pp. 28-30 OF THE INVENTION, flG. 1 A, TABLE 3. THIS 
POLYAMINE ANALOG SIGNIFICANTLY REDUCED THE PERCENTAGE OF MACROPHAGES BETWEEN 
19 AND 97% USING CONCENTRATIONS THAT VARIED BETWEEN 0.08 AND 50 mcM. OTHER 
POLYAMINE ANALOGS SUCH AS DENOP. BE-4444, SL-1 1037, SL-1 1038, SL-1 1048, SL-1 1047, SL-1 1044 
SHOWED A POTENT EFFECT OF INHIBITION (see table 2, fig. lb. 5. and 6). 

[0146] IN AGREEMENT TO THE INVENTION OF Mcgrath, p. 25, THESE POLYAMINE ANALOGS MAY BE 
ADMINISTERED BY SUBCUTANEOUS OR INTRAVENOUS INJECTION BUT THEY MAY ALSO BE 
ADMINISTERED ORALLY. DOSES GENERALLY RANGE BETWEEN 1 TO ABOUT 300mg/m2 /day, AND 
POSSIBLY BETWEEN 15 TO ABOUT 150mg/m2/day. ADMINISTRATION OF SUCH MEDICATIONS IS 
GENERALLY INTERMITTENT BEING PRESCRIBED PER A PERIOD OF AT LEAST ONE TO TWO DAYS 
AND NOT ADMINISTERED FOR A SAME PERIOD. SUCH PHARMACEUTICAL MEDICATIONS ARE 
MANUFACTURED BY SunPharm AND S'LIL Pharmaceuticals. 

[0147] A PROLIFERATION OF MACROPHAGES MUST BE MONITORED AND QUANTIFIED DURING OR 
AFTER A TREATMENT WITH CAPSAICIN TO PRESCRIBE ACCORDING TO PHYSICIAN CRITERIAL 
POLYAMINE ANALOGS BY CONSIDERING THE SPECIFICATIONS OF THE MENTIONED INVENTION. 

INFUSES OPERATION 

[0148] CAPSAICIN TREATMENT WITH INJECTED ESIFUSES FOR HIV PATIENTS BRINGS WITH ITSELF 
RISKS OF CONTAMINATION OF THE MEDICAL PERSONNEL, HANDLING SYRINGE AND TOOLS. 
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NEVERTHELESS BY USING KEVLAR GLOVES, SLEEVES AND APRONS ASSURE A RIGHT 
PROCEDURE AVOIDING NEEDLE STICK INJURIES. THIS MATERIAL HAS A HIGH BREAKING 
STRENGTH, TOUGHNESS AND CUT RESISTANCE. THUS CAN BE USED KEVLAR LIGHTWEIGHT 
MATERIAL, OR ANOTHER CUSTOMIZED TYPE FOR MEDICAL USE SPECIFICALLY DURING A 
BEGINNING OF THE TREATMENT TO IMPLANT AN iv. DEVICE AND AFTER A FINAL DOSE TO 
REMOVE IT. WHEN IT IS USED A NON-IMPLANT ABLE DEVICE. GLOVES MUST BE USED 
THROUGHOUT THE COURSE OF ANY TREATMENT. SUCH GLOVES MUST BE FABRICATED WITH 
EXTERNAL PLASTIC ASEPTIC MATERIAL TO MAKE SURE STERILITY IS MAINTAINED. 
[0149] TO MAKE SAFER ADMINISTRATION OF CAPSAICIN IN HIV PATIENTS WITHOUT A 
CONTINUOUS REQUIREMENTS OF HANDLING SYRINGE, HAVE BEEN DESIGNED SAFE NEEDLELESS 
CONNECTING DEVICES TO ADMINISTER INFUSES. THEY CONSIST OF A BLUNT-TIPPED INSERTION 
DEVICE AND A CORRESPONDING RUBBER INJECTION PORT WITH A SLIT THAT OPENS AND 
RESEALS IMMEDIATELY. IT ALSO MUST BE MENTIONED THAT INFUSER PUMPS CONTROL THE 
VELOCITY OF ADMINISTRATION OF THE MEDICATION. 

[0150] FOR AN iv. DEVICE SAFE IMPLANTING MAY BE CONSIDERED TO USE AN ULTRASOUND 
SCANNER OPTIMIZED FOR VASCULAR IMAGING AND CONHGURED FOR NEEDLE GUIDANCE AND 
VASCULAR ACCESS, MANUFACTURED BY BARD ACCESS SYSTEM. IT MAY ALSO BE USED A 
VENOSCOPE TRANSILLUMINATOR DEVELOPED BY APPLIED BIOTECH PRODUCTS, INC. THEY 
ALLOW THE CXINICLW TO SEE A VESSEL, OBSERVE A NEEDLE PUNCTURE AND PLACE A LINE BY 
SAFEMANNER. 

[0151] TWO OF THE MOST IMPORTANT COMPLICATIONS OF IMPLANTING INTRAVENOUS DEVICES 
ARE THROMBOSIS, AND LOCAL INFECTIONS AS A RESULT OF DEFICIENT ASEPSIS. SUCH 
COMPLICATIONS ARE ATTENUATED BY CAPSAICIN, IF ITIS CONSIDERED ITS ANTIMICROBIAL 
CHARACTERISTICS ALREADY MENTIONED AND ITS ANTI-CLOTS PROPERTIES. Visudhiphan et al. 
(1982), p 1452, SUGGESTED TO CAPSICUM AS PROTECTION AGAINST BLOOD CLOTS BY CAUSING 
AN INCREASE IN FIBRINOLYTIC ACTIVITY. 

CONCLUSIONS 

[0152] MAYAN CIVILIZATION LEFT VERY WELL ESTABLISHED THE HEALING POWERS OF 
CAPSICUM. ACTUALLY CAPSAICIN BEING DOMESTICATED UNDER SPECIFICATIONS OF THIS 
INVENTION MAY BE PROYECTED AS A FUTURE GENERIC ANTIVIRUS. 

[0153] IT WILL BE APPARENT TO THOSE SKILLED IN THE ART THAT MODIFICATIONS CAN BE 
MADE WITHOUT DEPARTING FROM THE OBJECT AND SCOPE OF THE PRESENT INVENTION. 
THEREFORE, IT IS INTENDED THAT THE INVENTION ONLY BE LIMITED BY THE CLAIMS. 



